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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

[CMS-9059-N] 

Medicare  and  Medicaid  Programs; 
Quarterly  Listing  of  Program 
Issuances^anuary  Through  March 
2010 

AGENCY:  Centers  for  Medicare  & 

Medicaid  Services  (CMS),  HHS. 

ACTION:  Notice. 

SUMMARY:  This  notice  lists  CMS  manual 
instructions,  substantive  and' 
interpretive  regulations,  and  other 
Federal  Register  notices  that  were 
published  from  January  through  March 
2010,  relating  to  the  Medicare  and 
Medicaid  programs.  This  notice 
provides  information  on  national 
coverage  determinations  (NCDs) 
affecting  specific  medical  emd  health 
care  services  under  Medicare. 
Additionally,  this  notice  identifies 
certain  devices  with  investigational 
device  exemption  (IDE)  numbers 
approved  by  the  Food  and  Drug 
Administration  (FDA)  that  potentially 
may  be  covered  under  Medicare.  This 
notice  also  includes  listings  of  all 
approval  numbers  from  the  Office  of 
Management  and  Budget  for  collections 
of  informal  ion  in  CMS  regulations  and 
a  list  of  Medicare-approved  carotid  stent 
facilities.  Included  in  this  notice  is  a  list 
of  the  American  College  of  Cardiology’s 
National  Cardiovascular  Data  registry 
sites,  active  CMS  coverage-related 
guidance  documents,  and  special  one¬ 
time  notices  regarding  national  coverage 
provisions.  Also  included  in  this  notice 
is  a  list  of  National  Oncologic  Positron 
Emissions  Tomography  Registry  sites,  a 
list  of  Medicare-approved  ventricular 
assist  device  (destination  therapy) 
facilities,  a  list  of  Medicare-approved 
lung  volume  reduction  surgery  facilities, 
a  list  of  Medicare-approved  clinical 
trials  for  fluorodeoxyglucose  positron 
emissions  tomogrogphy  for  dementia, 
and  a  list  of  Medicare-approved 
bariatric  surgery  facilities. 

Section  1871(c)  of  the  Social  Security 
Act  requires  that  we  publish  a  list  of 
Medicare  issuances  in  the  Federal 
Register  at  least  every  3  months. 
Although  we  are  not  mandated  to  do  so 
by  statute,  for  the  sake  of  completeness 
of  the  listing,  and  to  foster  more  open 
and  transparent  collaboration  efforts,  we 
are  also  including  all  Medicaid 
issuances  and  Medicare  and  Medicaid 
substantive  and  interpretive  regulations 
(proposed  and  final)  published  during 
this  3-month  time  frame. 


FOR  FURTHER  INFORMATION  CONTACT:  It  is 

possible  that  an  interested  party  may 
need  specific  information  and  not  be 
able  to  determine  from  the  listed 
information  whether  the  issuance  or 
regulation  would  fulfill  that  need. 
Consequently,  we  are  providing  contact 
persons  to  answer  general  questions 
concerning  these  items.  Copies  are  not 
available  through  the  contact  persons. 
(See  Section  III  of  this  notice  for  how  to 
obtain  listed  material.) 

Questions  concerning  CMS  manual 
instructions  in  Addendum  III  may  be 
addressed  to  Ismael  Torres,  Office  of 
Strategic  Operations  and  Regulatory 
Affairs,  Centers  for  Medicare  & 

Medicaid  Services,  C4-26-05,  7500 
Security  Boulevard,  Baltimore,  MD 
21244-1850,  or  you  can  call  (410)  786- 
1864. 

Questions  concerning  regulation 
documents  published  in  the  Federal 
Register  in  Addendum  IV  may  be 
addressed  to  Kathleen  Smith,  Office  of 
Strategic  Operations  and  Regulatory 
Affairs,  Centers  for  Medicare  & 

Medicaid  Services,  C4-14-03,  7500 
Security  Boulevard,  Baltimore,  MD 
21244-1850,  or  you  can  call  (410)  786- 
0626. 

Questions  concerning  Medicare  NCDs 
in  Addendum  V  may  be  addressed  to 
Patricia  Brocato-Simons,  Office  of 
Clinical  Standards  and  Quality,  Centers 
for  Medicare  &  Medicaid  Ser\dces,  Cl- 
09-06,  7500  Security  Boulevard, 
Baltimore,  MD  21244-1850,  or  you  can 
call  (410)  786-0261. 

Questions  concerning  FDA-approved 
Category  B  IDE  numbers  listed  in 
Addendum  VI  may  be  addressed  to  John 
Manlove,  Office  of  Clinical  Standards 
and  Quality,  Centers  for  Medicare  & 
Medicaid  Services,  Cl-13-04,  7500 
Security  Boulevard,  Baltimore,  MD 
21244-1850,  or  you  can  call  (410)  786- 
6877. 

Questions  concerning  approval 
numbers  for  collections  of  information 
in  Addendum  VII  may  be  addressed  to 
Melissa  Musotto,  Office  of  Strategic 
Operations  and  Regulatory  Affairs, 
Regulations  Development  and  Issuances 
Group,  Centers  for  Medicare  &  Medicaid 
Services,  C5-14-03,  7500  Security 
Boulevard,  Baltimore,  MD  21244-1850, 
or  you  can  call  (410)  786-6962. 

Questions  concerning  Medicare- 
approved  carotid  stent  facilities  in 
Addendum  VIII  may  be  addressed  to 
Sarah  J.  McClain,  Office  of  Clinical 
Standards  and  Quality,  Centers  for 
Medicare  &  Medicaid  Services,  Cl-09- 
06,  7500  Security  Boulevard,  Baltimore, 
MD  21244-1850,  or  you  can  call  (410) 
786-2994. 

Questions  concerning  Medicare’s 
recognition  of  the  American  College  of 


Cardiology-National  Cardiovasgular 
Data  Registry  sites  in  Addendum  IX  may 
be  addressed  to  JoAnna  Baldwin,  MS, 
Office  of  Clinical  Standards  and 
Quality,  Centers  for  Medicare  & 
Medicaid  Services,  Cl-09-06,  7500 
Security  Boulevard,  Baltimore,  MD 
21244-1850,  or  you  can  call  (410)  786- 
7205. 

Questions  concerning  Medicare’s 
active  coverage-related  guidance 
documents  in  Addendum  X  may  be 
addressed  to  Beverly  Lofton,  Office  of 
Clinical  Standards  and  Quality,  Centers 
for  Medicare  &  Medicaid  Services,  Cl- 
09—06,  7500  Security  Boulevard, 
Baltimore,  MD  21244-1850,  or  you  can 
call  (410)  786-7136. 

Questions  concerning  one-time 
notices  regarding  national  coverage 
provisions  in  Addendum  XI  may  be 
addressed  to  Beverly  Lofton,  Office  of 
Clinical  Standards  and  Quality,  Centers 
for  Medicare  &  Medicaid  Services,  Cl- 
09-06,  7500  Security  Boulevard, 
Baltimore,  MD  21244-1850,  or  you  can 
.call  (410)  786-7136. 

Questions  concerning  National 
Oncologic  Positron  Emission 
Tomography  Registry  sites  in 
Addendum  XII  may  be  addressed  to 
Stuart  Caplan,  RN,  MAS,  Office  of 
Clinical  Standards  and  Quality,  Centers 
for  Medicare  &  Medicaid  Services,  Cl- 
09-06,  7500  Security  Boulevard, 
Baltimore,  MD  21244-1850,  or  you  can 
call  (410)  786-8564. 

Questions  concerning  Medicare- 
approved  ventricular  assist  device 
(destination  therapy)  facilities  in 
Addendum  XIII  may  be  addressed  to 
JoAnna  Baldwin,  MS,  Office  of  Clinical 
Standards  and  Quality,  Centers  for 
Medicare  &  Medicaid  Services,  Cl-09- 
06,  7500  Security  Boulevard,  Baltimore, 
MD  21244-1850,  or  you  can  call  (410) 
786-7205. 

Questions  concerning  Medicare- 
approved  lung  volume  reduction 
surgery  facilities  listed  in  Addendum 
XIV  may  be  addressed  to  JoAnna 
Baldwin,  MS,  Office  of  Clinical 
Standards  and  Quality,  Centers  for 
Medicare  &  Medicaid  Services,  Cl-09- 
06,  7500  Security  Boulevard,  Baltimore, 
MD  21244-1850,  or  you  can  call  (410) 
786-7205. 

Questions  concerning  Medicare- 
approved  bariatric  surgery  facilities 
listed  in  Addendum  XV  may  be 
addressed  to  Kate  Tillman,  RN,  MA, 
Office  of  Clinical  Standards  and 
Quality,  Centers  for  Medicare  & 
Medicaid  Services,  Cl-09-06,  7500 
Security  Boulevard,  Baltimore,  MD 
21244-1850,  or  you  Can  call  (410)  786- 
9252. 

Questions  concerning 
fluorodeoxyglucose  positron  emission 
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tomography  for  dementia  trials  listed  in 
Addendum  XVI  may  be  addressed  to 
Stuart  Caplan,  RN,  MAS,  Office  of 
Clinical  Standards  and  Quality,  Centers 
for  Medicare  &  Medicaid  Services,  Cl- 
09-06,  7500  Security  Boulevard, 
Baltimore,  MD  21244-1850,  or  you  can 
call  (410)  786-8564. 

Questions  concerning  all  other 
information  may  be  addressed  to 
Kathleen  Smith,  Office  of  Strategic 
Operations  and  Regulatory  Affairs, 
Regulations  Development  Group, 

Centers  for  Medicare  &  Medicaid 
Services,  C5-14-03,  7500  Security 
Boulevard,  Baltimore,  MD  21244-1850, 
or  you  can  call  (410)  786-0626. 

SUPPLEMENTARY  INFORMATION: 

I.  Program  Issuances 

The  Centers  for  Medicare  &  Medicaid 
Services  (CMS)  is  responsible  for  . 
administering  the  Medicare  and 
Medicaid  programs.  These  programs  pay 
for  health  care  and  related  services  for 
39  million  Medicare  beneficiaries  and 
35  million  Medicaid  recipients. 
Administration  of  the  two  programs 
involves  (1)  furnishing  information  to 
Medicare  beneficiaries  and  Medicaid 
recipients,  health  care  providers,  and 
the  public  and  (2)  maintaining  effective 
communications  with  regional  offices. 
State  governments.  State  Medicaid 
agencies.  State  survey  agencies,  various 
providers  of  health  care,  all  Medicare 
contractors  that  process  claims  and  pay 
bills,  and  others.  To  implement  the 
various  statutes  on  which  the  programs 
are  based,  we  issue  regulations  under 
the  authority  granted  to  the  Secretary  of 
the  Department  of  H6alth  and  Human 
Services  under  sections  1102,  1871, 
1902,  and  related  provisions  of  the 
Social  Security  Act  (the  Act).  We  also 
issue  various  manuals,  memoranda,  and 
statements  necessary  to  administer  the 
programs  efficiently. 

Section  1871(c)(1)  of  the  Act  requires 
that  we  publish  a  list  of  all  Medicare  . 
manual  instructions,  interpretive  rules, 
statements  of  policy,  and  guidelines  of 
general  applicability  not  issued  as 
regulations  at  least  every  3  months  in 
the  Federal  Register.  We  published  our 
First  notice  June  9, 1988  (53  FR  21730). 
Although  we  are  not  mandated  to  do  so 
by  statute,  for  the  sake  of  completeness 
of  the  listing  of  operational  and  policy 
statements,  and  to  foster  more  open  and 
transparent  collaboration,  we  are 
continuing  our  practice  of  including 
Medicare  substantive  and  interpretive 
regulatioAs  (proposed  and  final) 
published  during  the  respective  3- 
month  time  frame. 


II.  How  To  Use  the  Addenda 

This  notice  is  organized  so  that  a 
reader  may  review  the  subjects  of 
manual  issuances,  memoranda, 
substantive  and  interpretive  regulations, 
NCDs,  and  FDA-approved  IDEs 
published  during  the  subject  quarter  to 
determine  whether  any  are  of  particular 
interest.  We  expect  this  notice  to  be 
used  in  concert  with  previously 
published  notices.  Those  unfamiliar 
with  a  description  of  our  Medicare 
manuals  may  wish  to  review  Table  I  of 
our  first  three  notices  (53  FR  21730,  53 
FR  36891,  and  53  FR  50577)  published 
in  1988,  and  the  notice  published  March 
31,  1993  (58  FR  16837).  Those  desiring 
information  on  the  Medicare  NCD 
Manual  (NCDM,  formerly  the  Medicare 
Coverage  Issues  Manual  (CIM))  may 
wish  to  review  the  August  21,  1989, 
publication  (54  FR  34555).  Those 
interested  in  the  revised  process  used  in 
making  NCDs  under  the  Medicare 
program  may  review  the  September  26. 
2003,  publication  (68  FR  55634). 

To  aid  the  reader,  we  have  organized 
and  divided  this  current  listing  into  11 
addenda: 

•  Addendum  I  lists  the  publication 
dates  of  the  most  recent  quarterly 
listings  of  program  issuances. 

•  Addendum  II  identifies  previous 
Federal  Register  documents  that 
contain  a  description  of  all  previously 
published  CMS  Medicare  and  Medicaid 
manuals  and  memoranda. 

•  Addendum  III  lists  a  unique  CMS 
transmittal  number  for  each  instruction 
in' our  manuals  or  Program  Memoranda 
and  its  subject  matter.  A  transmittal  may 
consist  of  a  single  or  multiple 
instruction(s).  Often,  it  is  necessary  to 
use  information  in  a  transmittal  in 
conjunction  with  information  currently 
in  the  manuals. 

•  Addendum  IV  lists  all  substantive 
and  interpretive  Medicare  and  Medicaid 
regulations  and  general  notices 
published  in  the  Federal  Register 
during  the  quarter  covered  by  this 
notice.  For  each  item,  we  list  the — 

o  Date  published: 

o  Federal  Register  citation; 

o  Parts  of  the  Code  of  Federal 
Regulations  (CFR)  that  have  changed  (if 
applicable); 

o  Agency  file  code  number;  and 

o  Title  of  the  regulation. 

•  Addendum  V  includes  completed 
NCDs,  or  reconsiderations  of  completed 
NCDs,  from  the  quarter  covered  by  this 
notice.  Completed  decisions  are 
identified  by  the  section  of  the  NCDM 
in  which  the  decision  appears,  the  title, 
the  date  the  publication  was  issued,  and 
the  effective  date  of  the  decision. 

•  Addendum  VI  includes  listings  of 
the  FDA-approved  IDE  categorizations. 


iising  the  IDE  numbers  the  FDA  assigns. 
The  listings  are  organized  according  to 
the  categories  to  which  the  device 
numbers  are  assigned  (that  is, “Category 
A  or  Category  B),  and  identified  by  the 
IDE  number, 

•  Addendum  VII  includes  listings  of 
all  approval  numbers  from  the  Office  of 
Management  and  Budget  (OMB)  for 
collections  of  information  in  CMS 
regulations  in  title  42;  title  45, 
subchapter  C;  and  title  20  of  the  CFR. 

•  Acfdendum  VIII  includes  listings  of 
Medicare-approved  carotid  stent 
facilities.  All  facilities  listed  meet  CMS 
standards  for  performing  carotid  artery 
stenting  for  high  risk  patients. 

•  Addendum  IX  includes  a  list  of  the 
American  College  of  Cardiology’s 
National  Cardiovascular  Data  registry 
sites.  We  cover  implantable  cardioverter 
defibrillators  (ICDs)  for  certain 
indications,  as  long  as  information 
about  the  procedures  is  reported  to  a 
central  registry. 

•  Addendum  X  includes  a  list  of 
active  CMS  guidance  documents.  As 
required  by  section  731  of  the  Medicare 
Prescription  Drug,  Improvement,  and 
Modernization  Act  of  2003  (MMA)  (Pub. 
L.  108-173,  enacted  on  December  8, 
2003),  we  will  begin  listing  the  current 
versions  of  our  guidance  documents  in 
each  quarterly  listings  notice. 

•  Addendum  XI  includes  a  list  of 
special  one-time  notices  regarding 
national  coverage  provisions.  We  are 
publishing  a  list  of  issues  that  require 
public  notification,  such  as  a  particular 
clinical  trial  or  research  study  that 
qualifies  for  Medicare  coverage. 

•  Addendum  XII  includes  a  listing  of 
National  Oncologic  Positron  Emission 
Tomography  Registry  (NOPR)  sites.  Vye 
cover  positron  emission  tomography 
(PET)  scans  for  particular  oncologic 
indications  when  they  are  performed  in 
a  facility  that  participates  in  the  NOPR. 

•  Addendum  XIII  includes  a  listing  of 
Medicare-approved  facitilites  that 
receive  coverage  for  ventricular  assist 
devices  used  as  destination  therapy.  All 
facilities  were  required  to  meet  our 
standards  in  order  to  receive  coverage 
for  ventricular  assist  devices  implanted 
as  destination  therapy. 

•  Addendum  XIV  includes  a  listing  of 
Medicare-approved  facilities  that  are 
eligible  to  receive  coverage  for  lung 
volume  reduction  surgery.  Until  May 
17,  2007,  facilities  that  participated  in 
the  National  Emphysema  Treatment 
Trial  are  also  eligible  to  receive 
coverage. 

•  Addendum  XV  includes  a  listing  of 
Medicare-approved  facilities  that  meet 
minimum  standards  for  facilities 
modeled  in  part  on  professional  society 
statements  on  competency.  All  facilities 
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must  meet  our  standards  in  order  to 
receive  coverage  for  bariatric  surgery 
procedures. 

•  Addendum  XVI  includes  a  listing  of 
Medicare-approved  clinical  trials  for 
fluorodeoxyglucose  positron  emission 
tomography  (FDG— PET)  for  dementia 
and  neurodegenerative  diseases. 

III.  How  To  Obtain  Listed  Material 

A.  Manuals 

Those  wishing  to  subscribe  to 
program  manuals  should  contact  either 
the  Government  Printing  Office  (GPO) 
or  the  National  Technical  Information 
Service  (NTIS)  at  the  following 
addresses: 

Superintendent  of  Documents, 
Government  Printing  Office,  ATTN: 
New  Orders,  P.O.  Box  371954, 
Pittsburgh,  PA  15250-7954, 

Telephone  (202)  512-1800,  Fax 
number  (202)  512-2250  (for  credit 
card  orders);  or 

National  Technical  Information  Service, 
Department  of  Commerce,  5825  Port 
Royal  Road,  Springfield,  VA  22161, 
Telephone  (703)  487-4630. 

In  addition,  individual  manual 
transmittals  and  Program  Memoranda 
lisied  in  this  notice  can  be  purchased 
from  NTIS.  Interested  parties  should 
identify  the  transmittal(s)  they  want. 

GPO  or  NTIS  can  give  complete  details 
on  how  to  obtain  the  publications  they 
sell.  Additionally,  most  manuals  are 
available  at  the  following  Internet 
address: 

http://cms.hhs.gov/manuals/ 

default.asp. 

B.  Regulations  and  Notices 

Regulations  and  notices  are  published 
in  the  daily  Federal  Register.  Interested 
individuals  may  purchase  individual 
copies  or  subscribe  to  the  Federal 
Register  by  contacting  the  GPO  at  the 
address  given  above.  When  ordering 
fhdividual  copies,  it  is  necessary  to  cite 
either  the  date  of  publication  or  the 
volume  number  and  page  number. 

The  Federal  Register  is  also  available 
on  24x  microfiche  and  as  an  online 
database  through  GPO  Access.  The 
online  database  is  updated  by  6  a.m. 
each  day  the  Federal  Register  is 
published.  The  database  includes  both 
text  and  graphics  from  Volume  59, 
Number  1  (January  2,  1994)  forward. 
Free  public  access  is  available  on  a 
Wide  Area  Information  Server  (WAIS) 
through  the  Internet  and  via 
asynchronous  dial-in.  Internet  users  can 
access  the  database  by  using  the  World 
Wide  Web;  the  Superintendent  of 
Documents  home  page  address  is  http:// 
gpoaccess.gov/fr/index. h tml,  by 
using  local  WAIS  client  software,  or  by 


telnet  to  swais.gpoaccess.gov,  then  \og 
in  as  guest  (no  password  required).  Dial- 
in  users  should  use  communications 
software  and  modem  to  call  (202)  512- 
1661;  type  sVvais,  then  log  in  as  guest 
(no  password  required). 

C.  Rulings 

We  publish  rulings  on  an  infrequent 
basis.  CMS  Rulings  are  decisions  of  the 
Administrator  that  serve  as  precedent 
final  opinions  and  orders  and 
statements  of  policy  and  interpretation. 
They  provide  clarification  and 
interpretation  of  complex  or  ambiguous 
provisions  of  the  law  or  regulations 
relating  to  Medicare,  Medicaid, 
Utilization  and  Quality  Control  Peer 
Review,  private  health  insurance,  and 
related  matters.  Interested  individuals 
can  obtain  copies  from  the  nearest  CMS 
Regional  Office  or  review  them  at  the 
nearest  regional  depository  library.  We 
have,  on  occasion,  published  rulings  in 
the  Federal  Register.  Rulings,  beginning 
with  those  released  in  1995,  are 
available  online,  through  the  CMS 
Home  Page.  The  Internet  address  is 
http://cms.hhs.gov/rulings. 

D.  CMS’  Compact  Disk-Read  Only 
Memory  (CD-ROM) 

Our  laws,  regulations,  and  manuals 
are  also  available  on  CD-ROM  and  may 
be  purchased  from  GPO  or  NTIS  on  a 
subscription  or  single  copy  basis.  The 
Superintendent  of  Documents  list  ID  is 
HCLRM,  and  the  stock  number  is  717- 
139-00000-3.  The  following  material  is 
on  the  CD-ROM  disk; 

•  Titles  XI,  XVIII,  and  XIX  of  the  Act. 

•  CMS-related  regulations. 

•  CMS  manuals  and  monthly 
revisions. 

•  CMS  program  memoranda. 

The  titles  of  the  Compilation  of  the 
Social  Security  Laws  are  current  as  of 
January  1,  2005.  (Updated  titles  of  the 
Social  Security  Laws  are  available  on 
the  Internet  at  http://www.ssa.gov/ 
OP_Home/ssact/comp-toc.htm.)  The 
remaining  portions  of  CD-ROM  are 
updated  on  a  monthly  basis. 

Because  of  complaints  about  the 
unreadability  of  the  Appendices 
(Interpretive  Guidelines)  in  the  State 
Operations  Manual  (SOM),  as  of  March 
1995,  we  deleted  these  appendices  from 
CD-ROM.  We  intend  to  re-visit  this 
issue  in  the  near  future  and,  with  the 
aid  of  newer  technology,  we  may  again 
he  able  to  include  the  appendices  on 
CD-ROM.  . 

Any  cost  report  forms  incorporated  in 
the  manuals  are  included  on  the  CD- 
ROM  disk  as  LOTUS  files.  LOTUS ' 
software  is  needed  to  view  the  reports 
once  the  files  have  been  copied  to  a 
personal  computer  disk. 


IV.  How  To  Review  Listed  Material 

Transmittals  or  Program  Memoranda 
can  be  reviewed  at  a  local  Federal 
Depository  Library  (FDL).  Under  the 
FDL  program,  government  publications 
are  sent  to  approximately  1,400 
designated  libraries  throughout  the 
United  States.  Some  FDLs  may  have 
arrangements  to  transfer  material  to  a 
local  library  not  designated  as  an  FDL. 
Contact  any  library  to  locate  the  nearest 
FDL. 

In  addition,  individuals  may  contact 
regional  depository  libraries  that  receive 
and  retain  at  least  one  copy  of  most 
Federal  Government  publications,  either 
in  printed  or  microfilm  form,  for  use  by 
the  general  public.  These  libraries 
provide  reference  services  and 
interlibrary  loans;  however,  they  are  not 
.sales  outlets.  Individuals  may  obtain 
information  about  the  location  of  the 
nearest  regional  depository  library  from 
any  library. 

For  each  CMS  publication  listed  in 
Addendum  III,  CMS  publication  and 
transmittal  numbers  are  shown.  To  help 
FDLs  locate  the  materials,  use  the  CMS 
publication  and  transmittal  numbers. 

For  example,  to  find  the  Medicare 
Benefit  Policy  publication  titled 
“Outpatient  Intravenous  Insulin 
Treatment  (Therapy),”  use  CMS-Puh. 
100-03,  Transmittal  No.  112. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.773,  Medicare — Hospital 
Insurance,  Program  No.  93.774,  Medicare — 
Supplementary  Medical  Insurance  Program, 
and  Program  No.  93.714,  Medical  Assistance 
Program) 

Dated:  June  15,  2010. 

Jacquelyn  Y.  White, 

Director,  Office  of  Strategic  Operations  and 
Regulatory  Affairs.  . 

Addendum  I 

This  addendum  lists  the  publication 
dates  of  the  most  recent  quarterly 
listings  of  program  issuances. 

April  1,  2008  (73  FR  17422) 

June  27,  2008  (73  FR  36596) 

September  26,  2008  (73  FR  55902) 
December  30,  2008  (73  FR  79982) 

March  27,  2009  (74  FR  13516) 

June  26,  2009  (74  FR  30689) 

September  25,  2009  (74  FR  49076) 
December  18,  2009  (74  FR  67310) 

March  26,  2010  (75  FR  14906) 

Addendum  II — Description  of  Manuals, 
Memoranda,  and  CMS  Rulings  - 

An  extensive  descriptive  listing  of 
Medicare  manuals  and  memoranda  was 
published  on  June  9, 1988,  at  53  FR 
21730  and  supplemented  on  September 
22,  1988,  at  53  FR  36891  and  December 
16,  1988,  at  53  FR  50577.  Also,  a 
complete  description  of  the  former  CIM 
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(now  the  NCDM)  was  published  on  maintain  was  published  on  October  16,  ADDENDUM  III 

August  21,  1989  at  54  FR  34555.  A  brief  1992,  at  57  FR  47468.  M^icare  and  Medicaid  Manual 

description  ot  the  various  Medicaid  ,  Instructions 

manuals  and  memoranda  that  we 

‘  January  Through  March  2010 
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Transmittal  No.  Manual/Subject/PuWication  Number 

Medicare  General  Information 
(CMS-Pub.  100-01) 


None 

Medicare  Benefit  Policy 
(CMS-Pub.  100-02) 

1 1 9  Coverage  of  Inpatient  Rehabilitation  Services 
Inpatient  Rehabilitation  Facility  (IRF)  Services 
Documentation  Requirements 
Required  Preadmission  Screening 
Required  Post-Admission  Physician  Evaluation 
Required  Individualized  Overall  Plan  of  Care 
Required  Admission  Orders 

Required  Inpatient  Rehabilitation  Facility  Patient  Assessment  Instrument  (IRF- 
PAI) 

Inpatient  Rehabilitation  Facility  Medical  Necessity  Criteria 

Multiple  Therapy  Disciplines 

Intensive  Level  of  Rehabilitation  Services 

Ability  to  Actively  Participate  in  Intensive  Rehabilitation  Therapy  Program 
Physician  Supervision 

IntCTdisciplinary  Team  Approach  to  the  Delivery  of  Care 
Definition  of  Measurable  Improvement 

Medicare  National  Coverage  Determination 
(CMS-Pub.  100-03) 

1 1 2  Outpatient  Intravenous  Insulin  Treatment  (Therapy) 

Outpatient  Intravenous  Insulin  Treatment  (Effective  December  23,  2009) 

113  Screening  for  the  Human  Immunodeficiency  Virus  (HIV)  Infection 
Human  Immunodeficiency  Virus  (HIV)  Testing  Diagnosis 

Screening  for  the  Human  Immunodeficiency  Virus  (HfV)  Infection  (Effective 
December  8, 2009) 

1 14  Outpatient  Intravenous  Insulin  Treatment  (Therapy) 

Outpatient  Intravenous  Insulin  Treatment  (Effective  Decanber  23, 2009) 

115  Percutaneous  Transluminal  Angioplasty  (PTA)  of  the  Carotid  Artery  Concurrent 
With  Stenting 
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Percutaneous  Transluminal  Angioplasty  (PTA) 

116  Repeal  of  Section  20. 1 0,  Cardiac  Rehabilitation  (CR)  Pro^ams 

117  Outpatient  Intravenous  Insulin  Treatment  (Therapy 

Outpatient  Intravenous  Insulin  Treatment  (Effective  December  23, 2009) 

1 1 8  Screening  for  the  Human  Immunodeficiency  Virus  (HIV)  Infection 
Human  Immunodeficiency  Virus  (HIV)  Testing  Diagnosis 

Screening  for  the  Human  Immunodeficiency  Virus  (HIV)  Infection  (Effective 
December  8,  2009) 

119  Positron  Emission  Tomography  (NaF-1 8)  to  Identify  Bone  Metastasis  of  Cancer 

Medicare  Claims  Processing 
(CMS-Pub.  100-04) 

1 887  Emergency  Update  to  the  2010  Medicare  Physician  Fee  Schedule  Database 

1888  Positron  Emission  Tomography  (PET)  (FDG)  for  Cervical  Cancer 

Billing  Requirements  for  PET  Scans  for  Specific  indications  of  Cervical  Cancer 
Performed  on  or  After  January  28,  2005 

Billing  Requirements  for  CMS  -  Approved  Clinical  Trials  and  Coverage  With 
Evidence  Development  Claims  for  PET  Scans  for  Neurodegenerative  Diseases, 
Previously  Specified  Cancer  Indications,  and  All  Other  Cancer  Indications  Not 
Previously  Specified 

Billing  and  Coverage  Changes  for  PET  Scans  Effective  for  Services  on  and  After 
April  3,  2009 

Billing  and  Coverage  Changes  for  PET  Scans  Effective  for  Services  on  and  After 
November  10,  2009 

1 889  PharmacogenomicTesting  for  Warfarin  Response 
Pharmacogenomic  Testing  for  Warfarin  Response 
Coverage  Requirements 

Billing  Requirements 
Payment  Requirements 

1 890  Processing  of  Non-Covered  International  Classification  of  Diseases,  Ninth 
Revision,  Clinical  Modification  (ICD-9-CM)  Procedure  codes  on  Inpatient 
Hospital  Claims 

General  Information  on  Institutional  Noncovered  Charges  on  Institutional  Claims 

Summary  of  All  Types  of  Institutional  No  Payment  Claims 

Noncovered  Charges  on  Inpatient  Bills 

Billing  for  Noncovered  Procedures  in  an  Inpatient  Stay 

Medicare  Code  Editor  (MCE) 

1 891  Conection  to  CR  6728  on  Correct  Coding  Initiative  (CCI)  Edits,  Version  16.0, 
Effective  January  1, 2010 
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1 892  Payment  to  Physician  or  Other  Supplier  for  Diagnostic  Tests  Subject  to  the  Anti 
Markup  Payment  Limitation 

Payment  to  Physician  or  Other  Supplier  for  Diagnostic  Tests  Subject  to  the  Anti 
Markup  Payment  Limitation-Claims  Submitted  to  A/B  MACs 

1 893  Paying  Claims  Without  Common  Working  File  (CWF)  Approval 
Paying  Claims  Without  CWF  Approval 

Requesting  to  Pay  Claims  Without  CWF  Approval 

Procedures  for  Paying  Claims  Without  CWF  Approval 

Contractor  Monthly  Reports  of  Claims  Paid  Without  CWF  Approval 

1 894  Billing  for  Services  Related  to  Voluntary  Uses  of  Advanced  Beneficiary  Notices 
(ABNs)  of  Noncoverage 

Provider  Billing  of  Non-covered  Charges  on  Institutional  Claims 

General  Information  on  Non-covered  Charges  on  Institutional  Claims 

Basic  Payment  Liability  Conditions 

Billing  Services  Excluded  by  Statute 

Claims  With  Condition  Code  21 

Provider-liable  Fully  Non-covered  Outpatient  Claims 

Non-covered  Charges  on  Inpatient  Bills 

Background  on  Institutional  Demand  Bills  (Condition  Code  20) 

Inpatient  and  Outpatient  Demand  Billing  Instructions 
Outpatient  Billing  With  an  ABN  (Occurrence  Code  32) 

Line-Item  Modifiers  Related  to  Reporting  of  Non-covered  Charges  When 
Covered  and  Non-covered  Services  Are  on  the  Same  Outpatient  Claim 
Special  Instructions  for  Non-covered  Time  Increments  in  Standard  Method 
Critical  Access  Hospitals  (CAHs) 

Special  Claims  Processing  Rules  for  Institutional  Outpatient  Rehabilitation 
Claims 

Determining  Payment  Amounts 
Applicable  Types  of  Bill  . 

Applicable  Revenue  Codes 
Edit  Requirements  for  Revenue  Codes 
Line  Item  Date  of  Service  Reporting 
Non-covered  Charge  Reporting 

Non-covered  Charges  on  Institutional  Ambulance  Claims 

1 895  Processing  of  Non-Co vered  International  Classification  of  Diseases,  Ninth 
Revision,  Clinical  Modification  (ICD-9-CM)  Procedure  Codes  on  Inpatient 
Hospital  Claims 

Billing  for  Noncovered  Procedures  in  an  Inpatient  Stay 
Medicare  Code  Editor  (MCE) 

1 896  Healthcare  Provider  T axonomy  Codes  (HPT C)  Update  April  2010 
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1 897  Associating  Hospice  Visits  to  the  Level  of  Care 

Data  Required  on  the  Institution^  Claim  to  Medicare  Contractor 

1 898  Dialysis  Adequacy,  Infection  and  Vascular  Access  Reporting 

Required  Information  for  In-Facility  Claims  Paid  Under  the  Composite  Rate 
Coding  for  Adequacy  of  Dialysis,  Vascular  Access  and  Infection  r. 

Form  Locators  31-41 

1 899  April  2010  Quarterly  Average  Sales  Price  (ASP)  Medicare  Part  B  Drug  Pricing 
Files  and  Revisions  to  Prior  Quarterly  Pricing  Files 

1 900  Correction  to  Processing  of  Non-Covered  Revenue  Codes 
General  Information  on  Non-covered  Charges  on  Institutional  Claims 
Liability  Considerations  for  Bundled  Services 

Coding  That  Results  from  Processing  Noncovered  Charges 

1901  Billing  and  Processing  for  Healthy  Control  Group  Volunteers  in  a  Qualified 
Clinical  Trial 

1902  Issued  to  a  specific  audience,  not  posted  to  Internet/  Intranet  due  to  Confidentiality 

1903  Instructions  for  Processing  Claims  Containing  Anti-Markup  Services  But  With 
Partial  Information  Completed  in  Item  20  of  the  Form  CMS- 1500 
Conditional  Data  Element  Requirments  for  A/B  MACs  and  DMEMACs 

1 904  Coding  Patient  Transfers  Under  the  Home  Health  Prospective  Payment  System 
(HH  PPS) 

Transfer  Situation  -  Payment  Effects 

Discharge  and  Readmission  Situation  Under  HH  PPS  -  Payment  Effects 
National  Home  Health  Prospective  Payment  Episode  History  File 
Coordination  of  HH  PPS  Claims  Episodes  With  Inpatient  Claim  Types 
Chart  Summarizing  the  Effects  of  RAP/Claim  Actions  on  the  HH  PPS  Episode 
File 

Request  for  Anticipated  Payment  (RAP) 

HH  PPS  Claims 
Input/Output  Record  Layout 

1 905  New  Waived  Tests 

1906  Issued  to  a  specific  audience,  not  posted  to  Internet/  Intranet  due  to  Confidentiality 

1907  Medicare  Systems  Edit  Refinements  Related  to  Hospice  Slices 
Levels  of  Care  Data  Required  on  the  Institutional  Claim  to  Medicare 
Contractor 

Claims  From  Medicare  Advantage  Organizations 

1 908  Clotting  Factor  Furnishing  Fee  -  Conforming  Manual  Change  to  "Unit" 

Clotting  Factor  Furnishing  Fee 

1 909  Issued  to  a  specific  audience,  not  posted  to  Internet/  Intranet  due  to  Confidentiality 

1910  Type  of  Service  (TOS)  Corrections 
Type  of  Service 
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1911  Implementation  of  a  New  Skilled  Nursing  Facility  (SNF)  Consolidated  Billing 
(CB)  Edit  for  Facility  Services  Billed  by  Ambulatory  Surgical  Centers  (ASCs) 

Edit  to  Prevent  Payment  of  Facility  Fees  for  Services  Billed  by  an  Ambulatory 
Surgical  Center  (ASC)  when  Rendered  to  a  Beneficiary  in  a  Part  A  Stay 

1912  Healthcare  Common  Procedure  Coding  System  (HCPCS)  Codes  Subject  to 
and  Excluded  from  Clinical  Laboratory  Improvement  Amendments  (CLIA) 

Edits  , 

1913  Outpatient  Intravenous  Insulin  Treatment  (Therapy) 

Outpatient  Intravenous  Insulin  Treatment  (OIVIT) 

Medicare  Summary  Notices  (MSNs),  Reason  Codes,  and  Remark  Codes 
HCPCS  Coding  for  OIVIT  *  . 

1914  Issued  to  a  specific  audience,  not  posted  to  Internet/  Intranet  due  to  Confidentiality 

1915  Non-Systems  Internet  Only  Manual  (lOM)  Chapter  25  Changes 
Uniform  Billing  with  Form  CMS- 1450 

Disposition  of  Copies  of  Completed  Forms 

General  Instructions  for  Completion  of  Form  CMS- 1450  for  Billing  (UB-04) 

Form  Locators  1-15 
Form  Locators  16-30 
Form  Locators  31-41 
Form  Locator  42 
Form  Locators  43-81 

1916  Quarterly  Update  to  Correct  Coding  Initiative  (CCI)  Edits,  V ersion  16.1, 

Effective  April  1 ,  20 1 0 

1917  Point  of  Origin  for  Admission  or  Visit  Codes  Update  to  the  UB-04  (CMS-1450) 
Manual  Code  List 

Form  Locators  1-15 
Form  Locators  16-30 

1918  Screening  for  the  Human  Immunodeficiency  Virus  (HIV)  Infection 
Healthcare  Common  Procedure  Coding  System  (HCPCS)  for  HIV  Screening  Tests 
Billing  Requirements 

Payment  Method 

Types  of  Bill  (TOBs)  and  Revenue  Codes 
Diagnosis  Code  Reporting 

Medicare  Summary  Notice  (MSN)  and  Claim  Adjustment  Reason  Codes  (CARC) 

1919  Instructions  for  Downloading  the  Medicare  ZIP  Code  File  for  July  2010 

1920  Modifications  to  Gap-Filling  Requirements  for  the  Health  Insurance  Portability 
and  Accountability  Act  (HIPAA)  837  version  5010  Coordination  of  Benefits  (COB) 
Claims  Transactions  and  National  Council  for  Prescription  Drug  Programs 
(NCPDP)  Version  D.O  Claim  Files 

Coordination  of  Benefits  Agreement  (COB  A)  5010  Coordination  of  Benefits 
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(COB)  Requirements  r 

National  Council  for  Prescription  Drug  Programs  (NCPDP)  Version  D.O 
Coordination  of  Benefits  (COB)  Requirements 

1921  Billing  for  Services  Related  to  Voluntary  Uses  of  Advanced  Beneficiary  Notices  of 
Noncoverage  (ABNs) 

Provider  Billing  of  Non-covered  Charges  on  Institutional  Claims 

General  Information  on  Non-covered  Charges  on  Institutional  Claims 

Basic  Payment  Liability  Conditions 

Billing  Services  Excluded  by  Statute 

Claims  With  Condition  Code  21 

Provider-Liable  Fully  Non-covered  Outpatient  Claims 

Non-covered  Charges  on  Inpatient  Bills 

Background  on  Institutional  Demand  Bills  (Condition  Code  20) 

Inpatient  and  Outpatient  Demand  Billing  Instructions 
Outpatient  Billing  With  an  ABN  (Occurrence  Code  32) 

Line-Item  Modifiers  Related  to  Reporting  of  Non-covered  Charges  When  Covered 
and  Non-covered  Services  Are  On  the  Same  Outpatient  Claim 
Special  Instructions  for  Non-covered  Time  Increments  in  Standard  Method  Critical 
Access  Hospitals  (CAHs) 

Special  Instructions  for  Non-covered  Time  Increments  in  Standard  Method  Critical 
Access  Hospitals  (CAHs) 

Determining  Payment  Amounts 
Applicable  Types  of  Bill 

Edit  Requirements  for  Revenue  Codes  , 

Edit  Requirements  for  Revenue  Codes 
*  Non-covered  Charge  Reporting 
Non-covered  Charges  on  Institutional  Ambulance  Claims 

1922  July  2010  Qu£irterly  Average  Sales  Price  (ASP)  Medicare  Part  B  Drug  Pricing  Files 
and  Revisions  to  Prior  Quarterly  Pricing  Files 

1923  Outpatient  Intravenous  Insulin  Treatment  (Therapy) 

Outpatient  Intravenous  Insulin  Treatment  (OIVIT) 

HCPCS  Coding  for  OIVIT 

Medicare  Summary  Notices  (MSNs),  Reason  Codes,  and  Remark  Codes 

1924  April  2010  Update  of  the  Hospital  Outpatient  Prospective  Payment  System  (OPPS)  . 
Billing  for  “Sometimes  Therapy”  Services  that  May  be  Paid  as  Non-Therapy 
Services  for  Hospital  Outpatients 

Editing  Of  Hospital  Part  B  Inpatient  Services 
Editing  Of  Hospital  Part  B  Inpatient  Services 

1925  Percutaneous  Transluminal  Angioplasty  (PTA)  of  the  Carotid  Artery  Concurrent 
With  Stenting 
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Category  B  Investigational  Device  Exemption  (IDE)  Study  Coverage 
Post-Approval  Study  Coverage 

1 926  April  2010  Update  to  the  Ambulatory  Surgical  Center  (ASC)  Payment  System 

1 927  April  2010  Integrated  Outpatient  Code  Editor  (I/OCE)  Specifications  Version  11.1 

1 928  Correction  to  Processing  of  Non-Covered  Revenue  Codes 

General  Information  on  Non-covered  Charges  on  Institutional  Claims 

Liability  Considerations  for  Bundled  Services 

Coding  That  Results  from  Processing  Noncovered  Charges 

1929  Point  of  Origin  for  Admission  or  Visit  Codes  Update  to  the  UB-04  (CMS- 1450) 
Manual  Code  List 

Form  Locators  1-15 
Form  Locators  16-30 

1 930  Outpatient  Intravenous  Insulin  Treatment  (Therapy) 

Outpatient  Intravenous  Insulin  Treatment  (OIVIT) 

HCPCS  Coding  for  OIVIT 

Medicare  Summary  Notices  (MSNs),  Reason  Codes,  and  Remark  Codes 

193 1  Revision  of  the  Internet  Only  Manual  (lOM)  to  Remove  References  to  “Purchased 
Diagnostic  Test”  and  Replace  With  Language  Consistent  With  the  Anti-Markup 
Rule 

Payment  Jurisdiction  Among  Local  B/MACs  for  Services  Paid  Under  the  Physician 
Fee  Schedule  and  Anesthesia  Services 

Payment  Jurisdiction  for  Services  Subject  to  the  Anti-Markup  Rule 
Exceptions  to  Assignment  of  Provider’s  Right  to  Payment  -  Claims  Submitted  to 
A/B  MACS 

Background  and  Purpose  of  Reassignment  Rules  -  Claims  Submitted  to  B/MACs 
Correcting  Unacceptable  Payment  Arrangements 

Billing  for  Diagnostic  Tests  (Other  Than  Clinical  Diagnostic  Laboratory  Tests) 
Subject  to  the  Anti-Markup  Payment  Limitation  -  Claims  Submitted  to  B/MACs 
Summary  of  Adjustments  to  Fee  Schedule  Computations 
Anti-Markup  Payment  Limitation 
B/MAC  Payment  Rules 

Billing  for  Services  ’  • 

Payment 

Billing  Requirements  -  Carrier/B/MAC  Claims 

Items  14-33  -  Provider  of  Service  or  Supplier  Information 

Claims  Processing 

Diagnostic  Tests  Subject  to  the  Anti-Markup  Payment  Limitation 

1932  Dialysis  Adequacy,  Infection  and  Vascular  Access  Reporting 
Required  Information  for  In-Facility  Claims  Paid  Under  the  Composite 
Coding  for  Adequacy  of  Dialysis,  Vascular  Access  and  Infection 
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Form  Locators  31-41  t 

1933  Clinical  Laboratory  F.ee  Schedule  (CLFS)  -  Medicare  Travel  Allowance  Fees  for 
Collection  of  Specimens 

1934  Billing  and  Processing  Claims  with  Unlimited  Occurrence  Span  Codes  (OSCs) 
Inpatient  Billing  From  Hospitals  and  SNFs 

Form  Locators  31-41 

1935  Screening  for  the  Human  Immunodeficiency  Virus  (HIV)  Infection 
Healthcare  Common  Procedure  Coding  System  (HCPCS)  for  HIV  Screening  Tests 
Billing  Requirements 

Payment  Method  . 

Types  .of  Bill  (TOBs)  and  Revenue  Codes  • 

Diagnosis  Code  Reporting 

Medicare  Summary  Notice  (MSN)  and  Claim  Adjustment  Reason  Codes  (CARC) 

1936  Claim  Status  Category  and  Claim  Status  Code  Update 

1937  Positron  Emission  Tomography  (NaF-18)  to  Identify  Bone  Metastasis  of  Cancer 
Tracer  Codes  Required  for  PET  Scans 

Billing  and  Coverage  Changes  for  PET  (NaF-1 8)  Scans  to  Identify  Bone 
Metastasis  of  Cancer  Effective  for  Claims  With  Dates  of  Service  on  or  After 
February  26,  2010 

1938  April  2010  Update  to  the  Ambulatory  Surgical  Center  (ASC)  Payment  System 

Medicare  Secondary  Payer 
(CMS-Pub.  100-05) 

00  None 

Medicare  Financial  Management 
(CMS-Pub.  100-06) 

164  Chapter  7,  Internal  Control  Requirements  Update 
OMB  Circular  A- 123 

CMS  Contractor  Internal  Control  Review  Process  and  Timeline  - 

Risk  Assessment 

Risk  Analysis  Chart 

Documentation  and  Working  Papers 

Certification  Package  for  Internal  Controls  (CPIC) 

OMB  Circular  A- 123  Appendix  A;  Internal  Control  Over  Financial  Reporting 
(ICOFR) 

Identify  and  Document  Key  Controls  at  the  Major  Transaction  Cycle,  Sub-Cycle, 
or  Account  Level 
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CPIP  Report  of  Material  Weaknesses  i'  ^ 

Definitions  of  Control  Deficiency,  Significant  Deficiency,  and  Material  Weakness 

Material  Weaknesses  Identified  During  the  Reporting  Period 

CMS  Finding  Numbers 

Initial  CAP  Report 

Quarterly  CAP  Rcp>ort 

List  of  CMS  Contractor  Control  Objectives 

CMS  Contractor  Cycle  Memo 

CMS  Contractor  Cycle  Memo  Outline 

List  of  Appendices 

1 65  Notice  of  New  Interest  Rate  for  Medicare  Overpayments  and  Underpayments  - 
2nd  Notification  for  FY  2010 

Medicare  State  Operations  Manual 
(CMS-Pub.  100-07) 

57  Revised  Chapter  2,  “The  Certification  Process,”  Section  2256H 

Medicare  Program  Integrity 
(CMS-Pub.  100-08) 

322  Durable  Medical  Equipment  (DME  MAC)  and  the  National  Supplier 
Clearinghouse  (NSC  MAC)  Procedures  for  Third  Party  Notification  of  Deceased 
Durable  Medical  Equipment,  Prosthetic,  Orthotic  and  Supplies  (DMEPOS) 

Supplier  Associates 

323  Verification  of  Legalized  Status 
Verification  of  Legalized  Status. 

324  Revisions  to  Model  Approval  Letters 
Model  Approval  Letter  for  Initial  Enrollment 
Model  Approval  Letter  for  Change  of  Information 
Model  Approval  Letter  for  Change  of  Information 

325  Issued  to  a  specific  audience,  not  posted  to  Internet/  Intranet  due  to  Confidentieility 

326  Revision  of  the  Internet  Only  Manual  (lOM)  to  Remove  References  to 
“Purchased  Diagnostic  Test”  and  Replace  With  Language  Consistent  With  the 
Anti-Markup  Rule 

Interpreting  Physicians 
NPIs  for  Secondary  Providers 

327  Signature  Guidelines  for  Medical  Review  Purposes 

Documentation  Specifications  for  Areas  Selected  for  Prepayment  or  Postpayment  MR 

328  Ordering/Referring  Providers  Who  Are  Not  Enrolled  in  Medicare 
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Section  2  of  the  CMS-855I 

Ordering/Referring  Providers  Who  Are  Not  Enrolled  in  Medicare 

Model  Approval  Letter  for  Providers  Who  Order  and  Refer  Only 

Change  in  Provider  Enrollment  Timeliness  Standards  for  Certain  Paper  Applications 

Timeliness  and  Accuracy  "Standards 

Standards  for  Initial  Applications 

Paper  Applications  -  Timeliness 

CMS-855A  Applications 

CMS-855I  Applications 

CMS-855B  Applications  Submitted  by  Suppliers  Other  Than  IDTFs 

CMS-855B  Applications  Submitted  by  IDTFs 

Standards  for  Changes  of  Information 

Paper  Applications  -  Timeliness 

Pre-Screening  Process 

Application  Rejections 

Denials  for  Incomplete  Applications 

Changes  of  Information  and  Complete  CMS-855  Applications 
Incomplete  or  Unverifiable  Changes  of  Information 
Reporting  Changes  in  Surety  Bonds 
Surety  Bonds 


Medicare  Contractor  Beneficiary  and 
Provider  Communications 
(CMS-Pub.  100-09) 

Change  in  Provider  Customer  Service  Program  Requirements 

Additional  Reporting 

Quality  Call  Monitoring  Calibration 

Quality  Written  Correspondence  Monitoring  Calibration 

Provider  Contact  Centers  Training  Program 

Training  Schedule 

Training  Closures  of  More  Than  4- Hours 
General  Requirements 

Contact  Center  Training  Closure  Information  to  Be  Reported  in  PCID 

Medicare  End-Stage  Renal 
Disease  Network  Organizations 
(CMS  Pub  100-14) 
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00  None 


■  00  None 


Medicare  Managed  Care 
(CMS-Pub.  100-16) 


Medicare  Business  Partners  Systems  Security 
(CMS-Pub.  100-17) 


00  None 

Demonstrations 
(CMS-Pub.  100-19) 

63  Modification  to  Accommodate  the  Acute  Care  Episode  (ACE)  Demonstration 

64  Payments  to  Practices  Participating  in  the  Electronic  Health  Records  (EHR) 
Demonstration 

One  Time  Notification 
(CMS-Pub.  100-20) 

6 1 6  Common  Working  File  (CWF)  Non-Base  Jobs  to  Base  Jobs 

617  Medically  Unlikely  Edits  (MUEs). 

618  Institutional  Online  Screens  Changes  for  Version  00501 0  Related  to  ICD- 1 0, 
Institutional  Online  Screens  Changes  for  Additional  Medical  Codes,  and 
Changes  Needed  to  Process  Additional  Medical  Codes  -  Analysis  Only 

619  Converting  the  BSIs  for  the  Providers  Transitioning  from  WPS  Legacy 
Workload  (formerly  processed  by  Mutual  of  Omaha)  to  the  J1  A/B  Medicare 
Administrative  Contractor  (MAC) 

620  Various  OIG  Reports  that  have  Medical  Review  Implications 

621  Implementation  of  the  Health  Insurance  Portability  and  Accountability  Act 
(HIPAA)  Version  5010  -  MAC  Jurisdiction  9  Only 

622  Systematic  Synchronization  of  Medicare  Participating  Physician  or  Supplier 
Agreement  (PAR)  Status  Between  the  Multi  Carrier  System  (MCS)  Provider 
Enrollment,  Chain  and  Ownership  System  (PECOS) 

623  Implementation  of  the  HIPAA  Version  5010  276/277  Claim  Status  Second  Phase 

624  Incorporation  of  the  National  Provider  Identifier  (NPI)  into  the  National 
Supplier  Clearinghouse  (NSC)  Enrollment  System  and  Related  Instructions 

625  Guidance  on  Implementing  System  Edits  for  Certain  Durable  Medical 
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Equipment,  Prosthetics,  Orthotics,  and  Supplies  (DMEPOS) 

626  One-Time  Mailing  of  Supplier  Responsibilities  Letter  -  Individual 
Practitioners  Only 

627  Carriers  and  Part  A  and  Part  B  Medicare  Administrative  Contractors  (A/B  MACs)  to 
Fully  Populate  the  Provider  Enrollment,  Chain  and  Ownership  System  (PECOS) 

628  Integrated  Outpatient  Code  Editor  (lOCE)  PC  (interactive  and  batch)  Re-Write 

629  MCS  Ch^ges  Needed  to  Automate  the  Annual  Update  to  the  International 
Classification  of  Diseases,  Ninth  Revision,  Clinical  Modification  (ICD-9-CM) 

630  FISS  Integrated  Outpatient  Code  Editor  (lOCE)  Control  Block  Changes 
Related  to  ICD- 10 

63 1  Issued  to  a  specific  audience,  not  posted  to  Internet/  Intranet  due  to 
Confidentiality 

632  Claim  Adjustment  Reason  Code  (CARC)  Update  for  Medicare  Secondary  Payer 
(MSP)  Claims  Processing 

633  Implementation  of  the  Health  Insurance  Portability  and  Accountability  Act 
(HIPAA)  Version  50 1 0  -  Acknowledgements  Instructions 

634  Reporting  the  Beneficiary’s  Residence  State  Code  and  ZIP  Code  for  Durable 
Medical  Equipment,  Prosthetics,  Orthotics  and  Supplies  (DMEPOS)  Claims 

635  Maintenance  and  Servicing  Payments  for  Certain  Oxygen  Equipment  on  or  After 
July  1,2010 

636  Instructions  for  Reprocessing  Claims  and  Recouping  Overpayments  for  Claims  for 
Implanted  DME  and  Implanted  Prosthetics  Submitted  Under  the  Guidelines 
Established  in  Change  Request  (CR)  5917 

637  Common  Working  File  (CWF)  Edit  to  Reject  Claims  for  Durable  Medical 
Equipment  (DME)  Provided  to  Medicare  Beneficiaries  During  Non-Covered  Stays 
in  a  Skilled  Nursing  Facility  (SNF) 

638  Revised  Clinical  Laboratoiy  Fee  Schedule  and  ZIP  Code  File  to  include  Kansas 
Payment  Locality  Structure 

639  Editing  Guidance/Clarification  Related  to  HIPAA  5010 

641  Common  Working  File  (CWF)  Submission  of  Codes  to  the  Part  A  Contractors  and 
Shared  Systems  and  the  Systems  Ability  to  Override  the  Claim  Level  CWF  Edit  for 
Certain  MSP  Claims 

642  Expansion  of  the  Current  Scope  of  Editing  for  Ordering/Referring  Providers  for 
Claims  Processed  by  Medicare  Carriers  and  Part  B  Medicare  Administrative 
Contractors  (MACs) 

643  Expansion  of  the  Current  Scope  of  Editing  for  Ordering/Referring  Providers  for 
Durable  Medical  Equipment,  Prosthetics,  Orthotics,  and  Supplier  (DMEPOS) 

^  Suppliers  Claims  Process  by  Durable  Medical  Equipment  Medicare  Administrative 

Contractors  (DMEMACs) 

644  Accumulation  of  Claims  with  Condition  Code  04  on  the  Provider  Statistical  and 


I 
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Reimbursement  Report  (PS&R) 

645  Version  D.O  Inbound  National  Council  for  Prescription  Drug  Programs  (NCPDP) 

Flat  File  Implementation 

646  VMS  End-to-End  Testing  for  HIPAA  50 1 0 

647  Implementation  of  Common  Edits  and  Enhancements  (CEM)  Software  at  Part  A/B 
MAC  Local  Data  Centers 

64S  Additional  ICD-9  Codes  Analysis  and  Processing  direction  (Institutional  Claims  Only) 

649  Health  Insurance  Portability  and  Accounteibility  Act  (HIPAA)  50 1 0  Error 
Corrections 

650  DME  MAC  and  NSC  MAC  Processing  “Do  Not  Forward”  Code  Notification  and 
Action 

651  5010-D.0  Project  Receipt,  Control  and  Balancing  Initial  Phase  for  Durable  Medical 
Equipment  (DME)  Only 

652  Medically  Unlikely  Edits  (MUEs) 

653  Clinical  Laboratory  Fee  Schedule  (CLFS)  -  Special  Instructions  for  Specific  Test 
Codes  (CPT  Code  80100,  CPT  Code  80101,  CPT  Code  80101QW,  G0430, 

G0430QW,  and  G0431QW) 

654  Beta  Testing  of  the  HIPAA  Version  5010  Common  Edits  and  Enhancements  . 

Module  (CEM)  at  Part  A/B  MAC  Local  Data  Centers 

655  HIPAA  5010  Activity  -  Testing  of  5010  CRs 

656  Health  Insurance  Portability  and  Accountability  Act  (HIPAA)  00501 0  837 
Institutional  (8371)  Edits  and  005010  837  Professional  (837P)  Edits  -  July  Version 

657  Implementation  of  the  Health  Insurance  Portability  and  Accountability  Act 
(HIPAA)  Version  5010  Catch-up  Phase  Two  -  MAC  Jurisdiction  9  Only 

658  Jurisdiction  10  A/B  MAC  Merge  of  the  Part  B  Alabama,  Georgia,  and  Tennessee 
CICS  Production  and  User  Acceptance  Test  Regions 

659  Reporting  of  Recoupment  for  Overpayment  on  the  Remittance  Advice  (RA) 

660  Version  D.O  Inbound  National  Council  for  Prescription  Drug  Programs  (NCPDP) 

Flat  File  Implementation 

661  Validating  the  Billing  of  End-Stage  Renal  Disease  (ESRD)  50/50  Rule  Modifier 

662  Conference  Call  and  Research  Hours  in  Support  of  CR  5949 

663  Update  to  List  of  ICD-9-CM  Diagnosis  Codes  Not  Requiring  the  QO  Healthcare 
Common  Procedure  Coding  System  (HCPCS)  Modifier  for  Automatic  Implantable 
Cardiac  Defibrillator  (ICD)  Services  Provided  in  a  Clinical  Study 

664  Implementation  of  the  HIPAA  Version  5010  276/277  Claim  Status  Multi-Carrier 
System  (MCS)  Only  Transection  Pairing  Fix 

666  Update  ViPS  Medicare  System  (VMS)  to  Deactivate  Billing  Numbers  for  Non-Frequent 
Billing  Durable  Medical  Equipment,  Prosthetics,  Orthotics,  and  Supplies  (DMEPOS) 
Suppliers. 
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Addendum  IV — Regulation  Documents 
Published  in  the  Federal  Register 
January  Through  March  2010 


Publication  date 

FR  Vol.  75 
Page  No. 

42  CFR  Parts  affected 

File  code 

January  13,  2010 . 

1844 

412,  413,  422,. and  495 

CMS-0033-P  .... 

January  22,  2010  . 

3742 

CMS-7017-N2  . 

3743 

•  ■  1 

CMS-1566-N  ... 

January  26,  2010  . 

4088 

• 

CMS-6023-N2  . 

4095  { 

CMS-3222-N  ... 

February  2,  2010  . 

! 

5410 

45  CFR  146  . 

CMS-4140-IFC 

February  3,  2010  . 

5599 

CMS-1341-NC  . 

February  24,  2010  . 

8374 

CMS-1566-CN  . 

February  26,  2010  . 

8971 

CMS-1514-N  .. 

February  26,  2010  . 

8980 

I 

CMS-3223-N  .. 

February  26,  2010  . 

8982 

i  . ■■■■■ 

i 

j 

CMS-3224-N  .. 

March  26,  2010  . 

14606 

I 

CMS-1570-N  .. 

March  26,  2010  . 

14906 

j 

CMS-9057-N.  .. 

March  31,  2010  . 

16149 

CMS-2312-N  .. 

J _ : 

Title  of  regulation 


i  Medicare  and  Medicaid  Programs:  Electronic 
Health  Record  Incentive  Program. 

]  Medicare  Program;  Meeting  of  the  Advisory 
!  Panel  on  Medicare  Education;  Cancellation  of 
j  the  February  3,  2010  Meeting  and  Announce- 
I  ment  of  the  March  31 ,  2010  Meeting. 

!  Medicare  Program;  Meeting  of  the  Practicing 
I  Physicians  Advisory  Council,  March  8,  2010. 

I  Medicare  Program;  Approval  of  Independent  Ac- 
I  crediting  Organizations  To  Participate  in  the 
I  Advanced  Diagnostic  Imaging  Supplier  Ac¬ 
creditation  Program. 

Medicare  Program;  Meeting  of  the  Medicare  Evi¬ 
dence  Development  and  Coverage  Advisory 
Committee,  March  24,  2010. 

I  Interim  Final  Rules  Under  the  Paul  Wellstone 
!  and  Pete  Domenici  Mental  Health  Parity  and 
Addiction  Equity  Act  of  2008. 

Medicare  and  Medicaid  Programs;  Announce¬ 
ment  of  Applications  From  Hospitals  Request¬ 
ing  Waiver  for  Organ  Procurement  Service 
Area. 

Medicare  Program;  Meeting  of  the  Practicing 
I  Physicians  Advisory  Council,  March  8,  2010, 
Correction. 

j  Medicare  Program;  Public  Meetings  in  Calendar 
I  Year  2010  for  All  New  Public  Requests  for  Re- 
I  visions  to  the  Healthcare  Common  Procedure 
I  Coding  System  (HCPCS)  Coding  and  Pay- 
j  ment  Determinations. 

Medicare  Program;  Meeting  of  the  Medicare  Evi- 
I  dence  Development  and  Coverage  Advisory 

I  Committee — April  22,  2010. 

j  Medicare  Program;  Request  for  Nominations  for 
j  Members  of  the  Medicare  Evidence  Develop¬ 
ment  &  Coverage  Advisory  Committee. 

Medicare  Program;  Request  for  Nominations  to 
the  Advisory  Panel  on  Ambulatory  Payment 
Classification  Groups. 

Medicare  and  Medicaid  Programs;  Quarterly  List¬ 
ing  of  Program  Issuances — October  Through 
I  December  2009. 

Medicaid  and  CHIP  Programs;  Meeting  of  the 
CHIP  Working  Group — April  26,  2010. 


Addendum  V — National  Coverage 
Determinations  [January  Through 
March  2010] 

A  national  coverage  determination 
(NCD)  is  a  determination  by  the 
Secretary  with  respect  to  whether  or  not 
a  particular  item  or  service  is  covered 
nationally  under  Title  XVIII  of  the 
Social  Security  Act,  but  does  not 
include  a  determination  of  what  code,  if 
any,  is  assigned  to  a  particular  item  or 


service  covered  under  this  title,  or 
determination  with  respect  to  the 
amount  of  payment  made  for  a 
particular  item  or  service  so  covered. 

We  include  below  all  of  the  NCDs  that 
were  issued  during  the  quarter  covered 
by  this  notice.  The  entries  below 
include  information  concerning 
completed  decisions  as  well  as  sections 
on  program  and  decision  memoranda, 
which  also  announce  pending  decisions 


or,  in  some  cases,  explain  why  it  was 
not  appropriate  to  issue  an  NCD.  We 
identify  completed  decisions  by  the 
section  of  the  NCDM  in  which  the 
decision  appears,  the  title,  the  date  the 
publication  was  issued,  and  the 
effective  date  of  the  decision. 
Information  on  completed  decisions  as 
well  as  pending  decisions  has  also  been 
posted  on  the  CMS  Web  site  at  http:// 
cms.hhs.gov/coverage. 


Title 

NCDM 

Section 

TN  No. 

Issue  date 

Effective  date 

Repeal  of  Section  20.10,  Cardiac  Rehabilitation  (CR)  Programs . . 

20.10 

R116NCD 

03/05/2010 

02/22/2010 

Percutaneous  Transluminal  Angioplasty  (PTA)  of  the  Carotid  Artery 
Concurrent  with  Stenting . 

20.70 

R115NCD 

03/05/2010 

12/09/2009 

Outpatient  Intravenous  Insulin  Treatment  (Therapy)  . 

40.70 

R117NCD 

03/09/2010 

12/23/2009 

Screening  for  the  Human  Immunodeficiency  Virus  (HIV)  Infection . 

210.70 

1  R118NCD 

03/23/2010 

12/08/2009 
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Title 

NCDM  1 

Section 

1 

i  TN  No. 

Issue  date 

Effective  date 

Positron  Emission  Tomography  (NaF-18)  to  Identify  Bone  Metastasis 
of  Cancer . • 

220.60 

R119NCD 

03/26/2010 

02/26/2010 

Changes  to  the  Laboratory  National  Coverage  Determination  (NCD) 
Edit  Software  for  July  2010 . 

190.00 

R1963CP 

04/30/2010 

07/01/2010 

Addendum  VI — FDA-Approved 
Category  B  IDEs  [January  Through 
March  2010] 

Under  the  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  360c)  devices  fall  into 
one  of  three  classes.  To  assist  CMS 
under  this  categorization  process,  the 
FDA  assigns  one  of  two  categories  to 
each  FDA-approved  IDE.  Category  A 
refers  to  experimental  IDEs,* and 
Category  B  refers  to  non-experimental 
IDEs.  To  obtain  more  information  about 
the  classes  or  categories,  please  refer  to 
the  Federal  Register  notice  published 
on  April  21, 1997  (62  FR  19328). 

The  following  list  includes  all 
Category  B  IDEs  approved  by  FDA 
during  the  first  quarter,  January  through 
March  2010. 


IDE 

Category 

BB14319  . 

B 

BB14334  . 

B 

BB14335  . 

B 

G080150  . 

B 

G090029  . 

B 

G090050  . 

B 

G090105  . 

B 

G090188  . 

B 

G090221  . . . 

B 

G090230  . 

B 

G090251  . 

B 

G090255  . 

B 

G090258  . 

B 

G090259  . 

B 

G090267  . 

B 

G090270  . 

B 

G090272  . 

B 

G090273  . 

B 

G090277  . 

B 

G1 00008  . 

B 

IDE 

Category 

G 100009  . 

B 

G100020  . 

B 

G1 00024  . 

B 

G1 00031  . 

B 

G 100032  . 

B 

G 100035  . 

B 

G1 00041  . 

B 

Addendum  VII — Approval  Numbers  for 
Collections  of  Information 


Below  we  list  all  approval  numbers 
for  collections  of  information  in  the 
referenced  sections  of  CMS  regulations 
in  Title  42;  Title  45,  Subchapter  C;  and 
Title  20  of  the  Code  of  Federal 
Regulations,  which  have  been  approved 
by  the  Office  of  Management  and 
Budget: 
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OMB  Control  Approved  CFR  Sections  in  Title  42,  Title  45,  and 

Numbers  Title  20  (Note:  Sections  in  Title  45  are  preceded  by 

"45  CFR,"  and  sections  in  Title  20  are  preceded  by  - 
"20  CFR") 


OMB  NUMBER  Approved  CFR  Sections 

0938-0008 

Part  424  Subpart  C 

0938-0022 

413.20,413.24,413.106 

0938-0023 

424.103  • 

0938-0025 

•  406.28,407.27 

0938-0027 

486.100-486.110 

0938-0033 

405.807 

0938-0035 

407.40 

0938-0037 

413.20,413.24 

0938-0041 

408.6,  408.202 

0938-0042 

410.-1, 410.40,  424.124,  424.601, 414.605,  414.610,  414.615,  414.620, 
414.625,  424.32 

0938-0045 

405.711 

0938-0046 

405.2133 

0938-0050 

413.20,413.24 

0938-0062 

43 1 . 1 5 1 ,  435. 1 5 1 ,  435. 1 009,  440.220,  440.250,  442. 1 ,  442. 1 0  -  442. 1 6, 
442.30,  442.40,  442.42,  442.100  -  442.1 19,  483.400  -  483.480,  488.332, 
488.400,  498.3  -  498.5 

0938-0065 

485.701  -  485.729 

0938-0074 

491.1  -491.11 

0938-0080 

406.7,  406.13 

0938-0086 

420.200  -  420.206,  455.100  -  455.106 

0938-0101 

430.30 

0938-0102 

413.20,413.24 

0938-0107 

413.20,413.24 

0938-0146 

431.800-431.865 

0938-0147 

431.800-431.865 

0938-0151 

493,1  -493.2001 

0938-0155 

405.2470 

0938-0193 

430.10-430.20,440.167 

0938-0202 

413.17,413.20 

0938-0214 

411.25,489.2,  489.20 
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0938-0236  413.20,413.24 

0938-0242  488.26  and  442.30 

0938-0245  ‘407.10,407.11 

0938-0246  431.800-431.865 

0938-0251  406.7 

0938-0266  416.1-416.150 

0938-0267  485.56,  485.58,  485.60,  485.64,  485.66 

0938-0269  412.1 16,  412.632,  413.64,  413.350,  484.245 

0938-0270  405.376 

0938-0272  440.180,441.300-441.310 

0938-0273  485.701  -485.729 

0938-0279  •  424.5 

0938-0287  447.31 

0938-0296  413.170,413.184' 

0938-0301  413.20,413.24,415.60 

0938-0302  418.22,  418.24,  418.28,  418.56,  418.58,  418.70,  418.74,  418.83,  418.96, 

418.100 

0938-0313  489.11,489.20 

0938-0328  482.12,  482.13, 482.21, 482.22,  482.27,  482.30,  482.41, 482.43,  482.45, 

482.53,  482.56, 482.57,  482.60,  482.61,  482.62, 482.66,  485.618,  485.631 
0938-0334  491.9,491.10 

0938-0338  486. 1 04,  486. 1 06, 486. 1 1 0 

0938-0354  441.50 

0938-0355  442.30, 488.26 

0938-0358  488.26 

0938-0359  412.40-412.52 

•0938-0360  488.60 

0938-0365  484.10,  484.12;  484.14,  484.16, 484.18, ,  484.36, 484.48,  484.52 

0938-0372  .  414.330 

0938-0378  482.60  -  482.62 

0938-0379  442.30, 488.26 

0938-0386  405.2100-405.2171 

0938-0391  488.18,488.26,488.28 

0938-0426  480.104, 480.105, 480.1 16,  480.134 

0938-0429  447.53 

0938-0443  478. 1 8, 478.34, 478.36, 478.42 

0938-0444  1004.40,  1004.50,  1004.60,  1004.70 

0938-0445  412.44, 412.46, 431.630,  476.71,  476.74, 476.78 

0938-0447  405.2133 

0938-0448  405.2133, 45  CFR  5,  5b;  20  CFR  Parts  401,  422E 
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0938-0449 

0938-0454 

0938-0456 

0938-0463 

0938-0467 

0938-0469 

0938-0470- 

0938-0477 

0938-0484 

0938-0501 

0938-0502 

0938-0512 

0938-0526 

0938-0534 

0938-0544 

0938-0564 

0938-0565 

0938-0566 

0938-0573 

0938-0578 

0938-0581 

0938-0599 

0938-0600 

0938-0610 

0938-0612 


0938-0618 

0938-0653 

0938-0657 

0938-0658 

0938-0667 

0938-0686 

0938-0688 

0938-0691 

0938-0692 

0938-0701 

0938-0702 


440.180,441.300-441.310 

424.20 

412.105  '  ‘ 

413.20.413.24.413.106 

431.17,431.306,435.910,435.920,435.940-435.960  ^ 

417.126,  422.502,  422.516 

417.143,422.6 

412.92 

424.123 

406.15 

433.138 

486.301  -  486.348 

475.102.475.103.475.104.475.105.475.106  '  ’ 

410.38,424.5 

493.1  -493.2001 
411.32 

411.20-411.206 

411.404,411.406,411.408 

412.256 

447.534 

493.1  -493.2001 

493.1  -493.2001 

405.371.405.378.413.20 

417.436,  417.801,  422.128,  430.12,  431.20,  431.107,  483.10,  484.10, 
489.102 

493.801, 493.803,  493.1232,  493.1233,  493.1234,  493.1235,  493.1236, 

493. 1239, •493.1241, 493.1242,  493.1249,  493.1251, 493,1252,  493.1253, 

493.1254, 493.1255,  493.1256, 493.1261, 493.1262, 493.1263,  493.1269, 

493.1273,  493.1274,  493.1278,  493.1283,  493.1289,  493.1291,  493.1299 

433.68,  433.74,  447.272 

493.1771,  493.1773,  493.1777 

405.2110,405.2112 

405.2110,405.2112  - 

482.12,  488.18,  489.20,  489.24 

493.551  -493.557 

486.301  -  486.325 

412.106 

466.78, 489.20,  489.27 
422.152 

45  CFR  146.111,  146.115,  146.117,  146.150,  146.152,  146.160,  146.180 
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0938-0703  45  CFR  148.120, 148.122,  148.124,  148.126,  148.128 

0938-0714  411.370-411.389 

0938-0717  424.57 

0938-0721  410.33 

0938-0723  421.300-421.316 

0938-0730  405.410, 405.430,  405.435,  405.440,  405.445, 405.455,  410.61,  415.1 10, 

424.24 

0938-0732  417.126,417.470 

0938-0734  45  CFR  5b 

0938-0739  413.337, 413.343, 424.32, 483.20 

0938-0749  424.57 

0938-0753  422.000  -  422.700 

0938-0754  441.151,441.152 

0938-0758  413.20,413.24 

0938-0760  484.55, 484.205, 484.245, 484.250  .  • 

0938-0761  484.11,484.20' 

0938-0763  422.250,  422.252,  422.254,  422.256,  422.258, 422.262, 422.264,  422.266, 

422.270, 422.300,  422.304,  422.306, 422.308, 422.3 1 0, 422.3 1 2,  422.3 1 4, 
422.316, 422.318, 422.320,  422.322, 422.324, 423.251,  423.258,  423.265, 
423.272, 423.286, 423.293,  423.301,  423.308,  423.315,  423.322, 423.329, 
423.336,  423.343, 423.346, 423.350 
0938-0770  410.2 

0938-0778  422.  Ill,  422.564 

0938-0779  417.126, 417.470,  422.64, 422.210 

0938-0781  411.404,484.10 

0938-0786  438.352, 438.360,  438.362,  438.364 

0938-0790  460.12  -  460.210 

0938-0792  491.8,491.11 

0938-0796  422.64 

0938-0798  413.24,413.65,419.42 

0938-0802  419.43 

0938-0818  410.141  -410.146,414.63 

0938-0829  422.568 

0938-0832  Parts  489  and  491 

0938-0833  483.350  -  483.376 

0938-0841  .  431.636, 457.50, 457.60, 457.70, 457.340, 457.350, 457.431, 457.440, 

457.525, 457.560, 457.570, 457.740, 457.750, 457.810, 457.940, 457.945, 
457.965,  457.985, 457.1005,  457.1015,  457.1 180 
0938-0842  412.23, 412.604,  412.606, 412.608, 412.610, 412.614, 412.618, 412.626, 

413.64 
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0938-0846 

0938-0857 

0938-0860 

0938-0866 

0938-0872 

0938-0873 

0938-0874 

0938-0878 

0938-0887 

0938-0897 

0938-0907 

0938-0910 

0938-0911 

0938-0915 

0938-0916 

0938-0920 


0938-0921 

0938-0931 

0938-0933 

0938-0935 

0938-0936 

0938-0939 

0938-0944 


0938-0950 

0938-0951 

0938-0953 

0938-0954 

0938-0957 

0938-0964 

0938-0969 

0938-0975 


411.352-411.361 

Part419 

Part  419  .  . 

45  CFR  Part  162 

413.337,483.20 

422.152 

45  CFR  Parts  160  and  162 

Part  422  Subparts  F  and  G 

45  CFR  148.316,  148.318,  148.320 

412.22,412.533 

412.230,412.304,413.65 

422.620,  422.624,  422.626 

426.400, 426.500 

421.120,  421.122 

483.160 

438.6,  438.8,  438.10,  438.12, 438.50,  438.56, 438.102,  438.1 14,  438.202, 
438.206,  438.207,  438.240,  438.242,  438.402,  438.404,  438.406,  438.408, 
438.410,  438.414,  438.416,  438.604, 438.710, 438.722,  438.724,  438.810 
414.804 

45  CFR  142.408, 162.408,  and  162.406 
438.50 

422  Subparts  F  and  K 

423 

405.502 

422.250,  422.252,  422.254,  422.256,  422.258,  422.262,  422.264,  422.266,^ 

422.270,  422.300, 422.304, 422.306, 422.308, 422.310,  422.312, 422.314, 

422.316,  422.318, 422.320, 422.322,  422.324,  423.251, 423.258,  423.265, 

423.272, 423.279, 423.286, 423.293, 423.301, 423.308, 423.315,  423.322, 

423.329,  423.336,  423.343,  423.346,  423.350 

405.910 

423.48 

405.1200  and  405.1202 

414.906,  414.908,  414.910,  414.914,  414.916 

Part  423  Subpart  R 

403.460,411.47 

421.405 

423.562(a) 
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Addendum  VIII — Medicare-Approved 
Carotid  Stent  Facilities  [January 
Through  March  2010] 

On  March  17,  2005,  we  issued  our 
decision  memorandum  on  carotid  artery 
stenting.  We  determined  that  carotid 


artery  stenting  with  emholic  protection 
is  reasonable  and  necessary  only  if 
performed  in  facilities  that  have  been 
determined  to  be  competent  in 
performing  the  evaluation,  procedure, 
and  follow-up  necessary  to  ensure 
optimal  patient  outcomes.  We  have 


created  a  lishof  minimum  standards  for 
facilities  modeled  in  part  on 
professional  society  statements  on 
competency.  All  facilities  must  al  least 
meet  our  standards  in  order  to  receive 
coverage  for  carotid  artery  stenting  for 
high  risk  patiertts. 


Facility 

Provider  No. 

Effective  date 

- f 

State 

Additional 

information 

Palm  Springs  General  Hospital,  1475  West  49th  Street,  Hialeah,  FL  33012  . - 

100050 

01/12/2010 

FL 

Parrish  Medical  Center,  951  N.  Washington  Avenue,  Titusville,  FL  32796  . 

100028 

01/12/2010 

FL 

New  York  Presbyterian  Hospital,  177  Ft.  Washington  Avenue,  New  York,  NY 

330101 

05/05/2005 

NY 

10032. 

Northside  Hospital  &  Tampa  Bay  Heart  Institute,  6000  49th  Street  North,  St.  ... 

1205880945 

02/26/2010 

FL 

Petersburg,  FL  33709  . 

Orange  Park  Medical  Center,  2001  Kingsley  Avenue . 

100226 

02/26/2010 

FL 

• 

Orange  Park,  FL  32073  . 

Saint  Thomas  Hospital,  4220  Harding  Road,  Nashville,  TN  37205  . 

440082 

02/26/2010 

TN 

Marshall  Medical  Center  North,  8000  Alabama  HWT  69,  Guntersville,  AL 
35976. 

15082417 

04/02/2010 

AL 

Oklahoma  Heart  Hospital  South  LLC,  5200  E.  1-240  Service  Road,  Oklahoma 

1841442274 

04/02/2010 

OK 

City,  OK  73135-2610. 

Great  River  Medical  Center,  1221  S.  Gear  Avenue,  West  Burlington,  lA 

420680407 

04/16/2010 

lA 

52655-1681. 

Liberty  Hospital,  P.O.  Box  1002,  Liberty,  MO  64069-1002  . 

260177 

04/16/2010 

MO 

Scripps  Memorial  Hospital,  Encinitas,  354  Santa  Fe  Drive  ENC01,  Encinitas, 
CA  92024. 

O5O503 

04/16/2010 

CA 

University  of  Maryland  Medical  Center,  22  South  Greene  Street,  Baltimore, 
MD  21201-1595. 

j  210002 

04/16/2010 

MD 

Addendum  IX 

American  College  of  Cardiology’s 
National  Cardiovascular  Data  Registry 
Sites  [January  Through  March  2010] 

In  order  to  obtain  reimbursement. 
Medicare  national  coverage  policy 
requires  that  providers  implanting  ICDs 
for  primary  prevention  clinical, 
indications  (that  is,  patients  without  a 
history  of  cardiac  arrest  or  spontaneous 
arrhythmia)  report  data  on  each  primary 
prevention  ICD  procedure.  This  policy 
became  effective  January  27,  2005. 
Details  of  the  clinicad  indications  that 
are  covered  by  Medicare  and  their 


respective  data  reporting  requirements 
are  available  in  the  Medicare  National 
Coverage  Determination  (NCD)  Manual, 
which  is  on  the  Centers  for  Medicare  & 
Medicaid  Services  (CMS)  VVeb  site  at 
http://www.cms.hhs.gov/Manuals/IOM/ 
itemdetail.asp?filterType= 
none&'filterByDID=99&‘sortByDID=  1  Sr 
sortOrder=ascending&- 
itemID=CMS014961 . 

A  provider  can  use  either  of  two 
mechanisms  to  satisfy  the  data  reporting 
requirement.  Patients  may  be  enrolled 
either  in  an  Investigational  Device 
Exemption  trial  studying  ICDs  as 


identified  by  the  FDA  or  in  the 
American  College  of  Cardiology’s 
National  Cardiovascular  Data  Registry 
(ACC-NCDR)  ICD  registry.  Therefore,  in 
order  for  a  beneficiary  to  receive  a 
Medicare-covered  ICD  implantation  for 
primary  prevention,  the  beneficiary 
must  receive  the  scan  in  a  facility  that 
participates  in  the  ACC-NCDR  ICD 
registry. 

We  maintain  a  list  of  facilities  that 
have  been  enrolled  in  this  registry. 
Addendum  IX  includes  the  facilities 
that  have  been  designated  in  the  quarter 
covered  by  this  notice. 


Advocate  Illinos 

Masonic  Medical  836  W.  Wellington  Avenue  Chicago  IL  '  60657 

.  Center 


» 


Bergan  Mercy  ■  7500  Mercy  Road  Omaha  NE  68124 

Medical  Center 
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1600  Wallace  Boulevard  Amarillo  TX  79106 


•  Bon  Secours 


California  Pacific  .  2330  Clay  Street,  Stem  Stem  Building, 


Level  C  Room 


36eas 
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Clarian  Health 

Partners-Methodist  1701 N.  Senate  Boulevard  Room  A1 082  Indianapolis  IN  46202 

Hospital  campus  _ 
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Clarian  North  Me 
Center 
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Cleveland  Clin 
Florida 

Coliseum  Medi 
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College  Statio 
Medical  Cente 
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Columbia  Regio 
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Columbia  St.  Ma 
Hospital  Ozauk 

Columbus 
Cardiovascular  C 
PLLC 
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Community  Memorial 


2000  Neuse  Boulevard  PO  Box  12157  New  Bern  NC  28560 
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Fresno  Heart  HQSpitsil  15  East  Audubon  Drive _ Fresno  CA _ 93720 

Froedtert  Hospital  9200  W.  Wisconsin  Avenue  !  _  Milwaukee |  WI  _ 53226 
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1 


Gwinnett  Hospital  1000  Medical  Center  Lawrenceville  GA  30045 

Systeim  Boulevard 


36844 


Federal  Register/ Vol.  75,  No.  123 /Monday,  June  28,  2010 /Notices 


36»4« 


Federal  Register/  Volu ,75,i.No.  !t23  / Monday,  June’ 28^)20101/ Notiees 


00 

o  ^ 

— ■ 

o  r- 

r'  00 


m 

^  o\ 

^  QO  O 

SO  VO  VO 

o  ^ 

ir>  ro  m 


2  H  d  < 

S  U,  <  (J 


45 

&  !'C 


c  o 
■3 

™  fea 

CO  ea 


»r)  »-i 

r-  o 

O  VO 

r^  On 


c 

o 

««  Si 

2i 


w  55 

CO  (J 
00  , 
c  '  x> 

1 

£■  65 
D  u« 

^  ac 

r<N  O 


55  C  fii 

0031 

■SS  g 

^  45  > 

•5  ^  < 
5  ® 

O  CO 

^  o 
m  o 

On  m  ' 


^  CO 

45  o  '.£ 
c«  Cti  Oh 


O  IZ  «  g 
5  s  f  o  o  "S 

S-  S  S  .1  E  S 
"  S'''8-5'S-5 


K'S  I 

i-'i 


CO  W 

K  ^  i 


-  S  c  ?s 

59  -«  O  « 

^  'S  'So.  g 

Jl  S^o 

t-J  ^  c  ^  « 

t*-i  BJ  O  ^  58 

5  §  ^  J  -I 

S  'a  -g  « 

\X0i 


M  3  CB 

C8  -r  .t: 

§  S  I  g- 
■&  g  I  I 

1«.2  I 

J  ‘-S  U  U 

8  2"  g 


3^  t- 

G  S 
s  >s  o 

^  e 

fe  U  (3  5 
e  .5  ^  ? 
o  !■“  .| 

§  ■g  § 


f^'z:  Cd’P  TJ 

a  «j  o  fe  »-« 

gu  o  o  o  O  o 

S  ^  ‘C  K  ^ 


Hosti>ital  Presbyterian 


Holland  Community 


Federal  Register/ Vol.  75,  No.  123 /Monday,  June  28,  2010 /Notices  36849 


46904-9011 

20060 

86401 

76115 

91109 

11743 

35801 

48382 

70560 

56001 

32960 

46260 

15701 

60426 

48910 

58104 

u 
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6 

< 

H-4 

< 

1 

5 

< 

Oh 

1— 1 

Q 
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Kokomo 

Washington 

Kingman 

Ft.  Worth 

Pasadena 

Huntington 

Huntsville 

Commerce 

Township 

New  Iberia 

Mankato 

Vero  Beach 

Indianapolis 

Indiana 

Harvey 

Lansing 

Fargo 

_ 

Suite  330 

3500  South  LaFountain 
Street 

2041  Georgia  Avenue 

3801  Santa  Rosa  Drive 

11801  South  Freeway 

'  100  W.  California 

Boulevard  • 

270  Park  Avenue 

101  SivleyRoad 

1  William  Carls  Drive 

'23 1 5  East  Main  Street 

1025  Marsh  Street 

1000  36*’’  Street 

8333  Naab  Rd 

835  Hospital  Road 

One  Ingalls  Drive 

401  W.  Greenlawn  Avenue 

3000  32nd  Avenue  SW 

Howard  Regional 
Health  System 

Howard  University 
Hospital 

Hualapai  Mountain 
Medical  Center 

Huguley  Memorial 
Medical  Center 

Huntington  Hospital 

Huntington  Hospital 

Huntsville  Hospital 

Huron  Valley  Sinai 
Hospital 

Iberia  Medical  Center 

Immanuel-St. 
Joseph’s  Hospital 

Indian  River  Medical 
Center 

Indiana  Heart  Institute 

Indiana  Regional 
Medical  Center 
Cardiology 
Department 

Ingalls  Hospital 

Ingham  Regional 
Medical  Center 

Innovis  Health 
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Addendum  X 

Active  CMS  Coverage-Related  Guidance 
Documents  [January  Through  March 
2010] 

On  September  24,  2004,  we  published 
a  notice  in  the  Federal  Register  (69  FR 
57325),  in  which  we  explained  how  we 
would  develop  coverage-related 
guidance  documents.  These  guidance 
documents  are  required  under  section 
731  of  the  MMA.  In  our  notice,  we 
committed  to  the  public  that,  “At  regular 
intervals,  we  will  update  a  list  of  all 
guidance  documents  in  the  Federal 
Register.” 

Addendum  X  includes  a  list  of  active 
CMS  guidance  documents  as  of  the 
ending  date  of  the  period  covered  by 
this  notice.  To  obtain  full-text  copies  of 
these  documents,  visit  the  CMS 
Coverage  Web  site  at  http:// 
wwH'.cms.hhs.gov/mcd/ 
indexjist.asp?list_type=mcd_l. 

Document  Name:  Factors  CMS 
Considers  in  Commissioning  External 
Technology  Assessments. 

Date  of  Issuance:  April  11,  2006. 

Document  Name:  Factors  CMS 
Considers  in  Opening  a  National 
Coverage  Determination. 

Date  of  Issuance:  April  11,  2006. 

Document  Name:  (Draft)  Factors  CMS 
Considers  in  Referring  Topics  to  the 
Medicare  Coverage  Advisory 
Committee. 

Date  of  Issuance:  March  9,  2005. 


Document  Name:  National  Coverage 
Determinations  with  Data"  Collection  as 
a  Condition  of  Coverage;  Coverage  With 
Evidence  Development. 

Date  of  Issuance:  July  12,  2006. 

Addendum  XI 

List  of  Special  One-Time  Notices 
Regarding  National  Coverage  Provisions 
[January  Through  March  2010] 

As  medical  technologies,  the  contexts 
under  which  they  are  delivered,  and  the 
health  needs  of  Medicare  beneficiaries 
grow  increasingly  complex,  our  national 
coverage  determination  (NCD)  process 
must  adapt  to  accommodate  these 
complexities.  As  part  of  this  adaptation, 
our  national  coverage  decisions  often 
include  multi-faceted  coverage 
determinations,  which  may  place 
conditions  on  the  patient  populations 
eligible  for  coverage  of  a  particular  item 
or  service,  the  providers  who  deliver  a 
particular  service,  or  the  methods  in 
which  data  are  collected  to  supplement 
the  delivery  of  the  item  or  service  (such 
as  participation  in  a  clinical  trial). 

We  outline  these  conditions  as  we 
release  new  or  revised  NCDs.  However, 
details  surrounding  these  conditions 
may  need  to  be  ^shared  with  the  public 
as  “one-time  notices”  in  the  Federal 
Register.  For  excunple,  we  may  require 
that  a  particular  medical  service  may  be 
delivered  only  in  the  context  of  a  CMS- 
recognized  clinical  research  study. 


which  was  not  named  in  the  NCD  itself. 
We  would  then  use  Addendum  XI  of 
this  notice,  along  with  our  coverage 
Web  site  at  http://www.cms.hhs.gov/ 
coverage,  to  provide  the  public  with 
information  about  the  clinical  research 
study  that  it  ultimately  recognizes. 

Addendum  XI  includes  any 
additional  information  we  may  need  to 
share  about  the  conditions  under  which 
an  NCD  was  issued  as  of  the  ending  date 
of  the  period  covered  by  this  notice. 

♦  There  were  no  Special  One-Time 
Notices  Regarding  National  Coverage 
Provisions  published  this  quarter. 

Addendum  XII — National  Oncologic 
PET  Registry  (NOPR) 

In  January  2005,  we  issued  our 
decision  memorandum  on  positron 
emission  tomography  (PET)  scans, 
which  stated  that  CMS  would  cover  PET 
scans  for  particular  oncologic 
indications,  as  long  as  they  were 
performed  in  the  context  of  a  clinical 
study.  We  have  since  recognized  the 
National  Oncologic  PET  Registry  as  one 
of  these  clinical  studies.  Therefore,  in 
order  for  a  beneficiary  to  receive  a 
Medicare-covered  PET  scan,  the 
beneficiary  must  receive  the  scan  in  a 
facility  that  participates  in  the  Registry. 
The  following  facilities  have  met  the 
CMS’s  requirements  for  performing  PET 
scans  under  National  Coverage 
Determination  CAG— 00181N. 
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Angel  Williamson  Imaging  |  39953 

Center-Pensacola  ! 

5120  Bayou  Boulevard  Suite  9  I 
Pensacola,  FL  32503  i 


Avon  Medical  Diagnostic 
Center 

1480  Center  Road 
Suite  C . 

Avon,  OH  44011 


MC4039571 


Baltimore  Imaging  Centers 
3708  Mountain  Road 
Pasadena,  MD  21 122 


Baptist  Hospital  PET/CT 
1000  West  Moreno  Street 
Pensacola,  FL  32501 


100093 


Bethesda  Health  City 
2623  S  Seacrest  Boulevard 
Boynton  Beach,  FL  33435 


40237 


03/07/2006 


PET/CT  Imaging  at  1.  FMNXOl 

White  Marsh  | 

9900  Franklin  Square  Drive  | 

Suite  D  I 

ottin^am,  MD  2 1 236  ! 


Biomedical  Research  |  5D914 

Foundation  PET  Imaging  Center . 

1505  Kings  Highway 
Shreveport,  LA  71 103 


36930 


Federal  Register / Vol.  75,  No.  123 /Monday,  June  28,  2010 /Notices 


i  Ima^ng  and  !  /I 

!  Center  i 

i  30C0OakRoad,#lll  :| 

!  [Walnirt  Creek,  CA  95497 _ ;  L 

C'finM  r  Care  Centers  of  Brevard  |  j39835 

1430  S  Pine  Street  ^  ;  j 

FL  32901  '  \\_ 

jCei^' :?  for  Medici  Imaging-  '  |  100057 
I  Hospital. 

!  1922  Salk  Avenue 
;  Tavares,  FL  32778 


TTT27175Z  i|03/G7/2006U;A  I 


JL  .;L 


|lp3/07/2006||FL  ;[ 


103/07/20061  FL 
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Cancer  Center  of  Colorado 
Springs 

320  E.  Fontanero 
Suite  200 

Colorado  Springs,  CO  80907 


03/07/2006 


Centro  Sononuclear  de  Rio 
Piedras 

1028  Lx)s  Angeles  Street. 
San  Juan,  PR  00926 
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East  Bay  Medical  Oncology- 
Hematology  Assoc.,  Inc 
3000  Oak  Road,  #111 
Walnut  Creek,  CA  94597 


East  River  Medical  Imaging 
519  East  72  Street 
Suite  103 

ew  York,  NY  10021 


El  Camino  Imaging  Center 
8020  Constitution  Place  NE 
Albequerque,  NM  871 10 


Elite  Imaging,  LLC 
2845  Aventura  Boulevard 
Suite  145 

Aventura,  FL  33180 


EPIC  Imaging  Center 
233  NE  102nd  Avenue 
Portland,  OR  97220 


Evergreen  Radia 
11521  NE  128th  Street 
Kirkland,  WA  98034 _ 


Excel  Diagnostics  Imaging 
Clinics 

9701  Richmond  Avenue 
Suite  122 

Houston,  TX  77042 


First  Imaging  of  the  Carolinas 
30  Memorial  Drive 
PindiursVNC  29374 


2346997 
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Imaging  Center  of  Hartford 
Ho^ital 

80  Seymour  Street 
PO  Box  5037 
iartfoid,  CT  06102 


Indian  Wells  PET/CT  Center 
74785  Higjiway  111,  #101 
Indian  Wells,  CA  92210 


1264523891 


03/07/2006 


Imaging  Tedmology  Associates 
3800  Reservoir  Road  NW 
Washington,  DC  20007 


NCXl 


Gorman  2043,  PET 
Scan 


San  Francisco  Magnetic 
Restmance  Center 
1180  Post  Street 
San  Francisco,  CA  94109 


7498Z 


Intermountain  Medical  Imaging  {  82-05144-22 
2929  E  Magic  View  Drive  I 

oidian,  ID  83642  i 


03/07/20061  ID 


City  Cancer  Center- 


5650000D 


12200  W.l  10th  Street 
Overland  Paric,  KS  66210 


Kansas  City  Cancer  Caiter- 
Missouri 

4881  Goodview  Circle 
Lee’s  Summit,  MO  66064 


Kieitchman  PET  Crater 
180  Ft  Washington  Avenue, 
HP3-315 

New  York,  NY  10032 


5650000E 


WEM661 
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Louisiana  PET  Imaging  of  Lake  j  5C905 
Charles,  LLC  | 

1750  Ryan  Street  ^ 

Lake  Charles,  LA  70601 


03/07/2006  LA 


Insight  Diagnostic  Center- 
Forest  Lane 

11617  N.  Central  Expressway 
#132 

►alias,  TX  75243 


FTA016 


MDl  of  Thousand  Oaks 
300  Lombard  Street 
Thousand  Oaks,  CA  91360 


03/07/2006 


03/07/2006  CA 


Medical  Imaging  of  Baltimore  |  258L 
6715  N.  Charles  Street  I 

Baltimore,  MD  21204 


Metabolic  Ima^g  of  Laredo 
2344  Laguna  Del  Mar 
Suites  5  &  6 
Laredo,  TX  78045 


Methodist  Hospital  PET 
Imaging  Center 
301  W.  Huntington  Drive 
Suite  120 

ia,  CA  91007 


r.Ti?rri{ 


Metro  Region  PET  Center  at 
Chevy  Chase 
5454  Wisconsin  Avenue 
Suite  810 

Chevy  Chase,  MD  20815 


Clinical  PET  of  St.  Charles 
Coimty 

1475  KiskerRoad 
St  Charles,  MO  63304 


IFTN029 ' 


724811 


000047047 


03/08/2006 


03/08/2006  HMD 


9511643336  I  03/08/2006 


Federal  Register/ Vol.  75,  No.  123 /Monday,  June  28,  2010 /Notices 


Metro  Region  PET  Center  at 
Woodbum  Nuclear  Medicine 
3289  Woodbum  Road 

Annandale,  VA  22003 

724811  1 

! 

n 

1 

- 

Michiana  Hematology-  1 

Oncology,  PC  ! 

100  Navarre  Place 

Suite  5550 

South  Bend,  IN  46601 

216950  .  1 

1 

f 

03/08/2006 1 

i 

} 

1 

Midiigan  State  University- 
Radiology 

184  Radiology  Building 

East  Lansing,  MI  48824 

OC36350  1 

i 

i 

Clinical  PET  of  West  County 

450  N.  New  Balias  Road  ' 

Creve  Coeur,  MO  63141 

1 

Modality  Integration  Services, 
Inc. 

1854  SW  Greenway  Circle 

West  Linn,  OR  97068 

1 

! 

J 

H 

1 

• 

Mo 

173 

Sui 

Ell 

BHH 

00315U  1 

1 

1 

Molecular  Imaging  of  Suburban 
Chicago,  LLC 

908  N.  Elm  Street 

Suite  110 

Hinsdale,  IL  60521 

212300 

03/08/2006 

• 

1 

Montclair  Road  Imaging  LLC 
924  Montclair  Road  Suite  108 
Birmin^iam,  AL  35213 

iii 

AL 

Montefioie  Medical  Center 

1695 A  Eastdiester  Road 

Bronx,  NY  10461 

W06552 

f 

I 

iiim 

mui 

36940 


Federal  Register/ Vol.  75,  No.  123 /Monday,  June  28,  2010 /Notices 


Federal  Register/ Vol.  75,  No,  ,123 /Monday,  June  28,  2010 /Notices 


36941 


Northern  Shared  Medical 
Services- 
Beloit,  KS 
400  West  Eighth 
Beloit,  KS  67420 


Northern  Shared  Medical 
ServicesrBloomfield,  lA 
507  North  Madison  Street 
Bloomfield,  lA  52537 


I  Northern  Shared  Medical 
I  Services-Carrollton,  MO  - 
I  1502  North  Jefferson 
I  Carrollton,  MO  64633 


Northern  Shared  Medical 
Services-Centerville,  lA 
1st  St.  Joseph  Drive 
Centerville,  lA  52544 


Norths  Shared  Medical 
Services-Carthage,  IL 
160  S.  Adams  Street 
Carthage,  IL  62321 


Northmi  Shared  Medical 
Services-Clarinda,  lA 
823  S.  17th  Street 
Clarinda,  lA  51632 


Nordiem  Shared  Medical 
Services-Chanute,  KS 
629  South  Plununer  Avenue 
Chanute,  KS  66720 


116068' 


130618 


116068 


000047013 


116068 


208196 


116068 


130618 


03/08/20061 


03/10/2006 


udobon  County  * 
Memorial  Hospital 


Mitchell  County 
Hospital 


Davis  County 
Hospital 


03/10/20061 


03/10/2006 1  lA  Mercy  Medical 
Center 


03/10/2006 


Memorial  Hospital 


Clarinda  Regional 
Health  Center 


Neosho  Memorial 
Regional  Medical 
Center 


1 
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NoEthem  Shared  Medical 
Services-Edwardsville,  IL 
1121  University  Drive 
Edwardsville,  IL  62025 


208196 


03/10/2006 


Edwardsville  Health 
Center 


Medical  Center  of 
South  Arkansas 


03/10/2006! 


Northern  Shared  Medical 
Services-Janesville,  WI 
1321  Creston  Park  Drive 
Janesville,  WI  53545 


Northern  Shared  Medical 
Services-Hiawatha,  KS 
300  Utah  Street 
Hiawatha,  KS  66434 


Northern  Shared  Medical 
So^ces-Keokuk,  lA 
1600  Morgan  Street 
Keokuk,  lA  52632 


Northern  Shared  Medical 
Services-Macomb,  IL 
525  East  Grant  Street 
Ma^inb,  IL  61455 


Northern  Shared  Medical 
Services-Mexico,  MO 
620  East  Monroe  Street 
Mexico,  MO  65265 


Northern  Shared  Medical 
Services-Moberly,  MO 
1515  Union  Avenue 
Moberly,MO  65270 


000092420 


130618 


116068 


208196 


000047013 


000047013 


Mineral  Area 
Regional  Medical 
Center 


03/10/2006 


Janesville 

Occupational  Health 
&  Medical  Center 


Hiawatha 

Community  Hospital 


lA  Keokuk  Area 
Hospital 


McDonough  District 
Hospital 


03/10/20061  MO  I  Audrain  Medical 
!  i  Center 


03/10/2006!  MO  |  Moberly  Regional 
I  Medical  Center 
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Oakwood  Soiithshore  Medical  I 
Center 

5450  Fort  Street 

Trmton,  MI  481 83  j 

n 

1 

Ocean  Medical  Imaging  Center  1 
21  Stockton  Drive  j 

Toms  River,  NJ  08755  i 

158432  1 

■  J 

ill 

1 

Orange  County  Regional  PET  I 

Center,  LLC  | 

1 6300  Sand  Canyon  Avenue  | 

Suite  103 

Irvine,  C  A  92618 

■ 

1 

Orange  Advanced  Imaging  j 

Center 

230  Main  Street,  #101  | 

Orange,  CA  92868  I 

TP016A  1 

m 

1 

Pacific  Coast  Imaging-Irvine  j 
250  E  Yale  Loop  | 

Suite  A  1 

Irvine,  CA  92604  j 

WG87478B  i 

i 

} 

1 

i 

J 

^111 

WG87478  1 

'  i 

1 

imug 

CA 

Pacific  Imaging  and  Treatment  1 
Center  .  1 

5395  Ruffin  Road 

Suite  202 

San  EHego,  CA  92123 

■ 

unii 

CA 

1 

Palm  Beach  Cancer  Institute  < 
1395  State  Road  7 

Suite  310 

Wellington,  FL  33414 

34754 

• 

m 

1 

[ 

I 

1 

I  Penns)dvania  PET  Associates 

1  800  Spruce  Street 

1  Philaddphia,  PA  19107 

066282 

Hi 

PA 

Second  Floor, 

Widener  Building 

i  PET  Center  of  Western  NY 
j  127  Nwth  Street 

187140* 

03/10/2006 

m 
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Pet  Imaging  at  CDR 
7600  N  15th  Street 
Suite  102 

Phoenix,  AZ  85020 


PET  Imaging  at  the  Lake 
5000  Hennessy  Boulevard 
Baton  Rouge,  LA  70809 


FMN006 


PET  Imaging  Institute  of  South  i  E3783 
Florida  | 

East  1 50  N  35th  Avenue  ,  | 

.65  i 

Hollywood,  FL  33021  I _ 


PET  Imaging  Institute  of  South  j  E3783 
Florida-West  i 

603  N  Flamingo  Road 
S-155 

Pembroke  Pines,  FL  33028  j  ^ _ 


PET  Scan  Arizona-Peoria  j  75400 

1 3460  N  94th  Drive  | 

Suite  J1  I 

Peoria,  AZ  85381 


PET  Scan  Arizona-Phoenix  ;  66860 
6036  N  19th  Avenue 
Suite  305 

Phoenix,  AZ  8501 5 


LJ 


3/10/2006! 


03/10/2006 


03/10/2006 


03/10/2006 
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PET/CT  Diagnostic  Medical 
Imaging,  PC 
1200  Waters  Place 
Suite  Ml 08 
Bronx,  NY  10461 


Precision  Imaging 
4416  East  West  Highway 
Suite  410 

Bethesda,  MD  20814  _ 


Prefored  PET  Imaging  of 
LLC 

928  N.  St  Francis  Street 
idiita,KS  67214 


FMN005 


03/10/2006 


Premium  Diagnostics  Center 
5319  Hoag  Drive 
Suite  130 
Elyria,  OH  44035 


ID01851 


PET  Center  Ft  Worth 
800  W.  Magnolia  Avenue 
Fort  Worth,  TX  76104 


0J062 


03/10/2006 


I 


Suite  100 


Radiology  Associates,  LLP 
6001  S.  Staples  Street 
Corpus  Christi,  TX  78413 


00E816 


3/10/2006 


I 


S.  Arlington  Imaging  Center 
4601  Matlodc  Road 
Arlington,  TX  76018 


03/10/2006 


I 


03/10/2006 


PET/CT  Scan  Center  Ponbroke  ;  521454775 
1 1325  Pembroke  Square 
Sjitell6  ! 

Waldorf,  MD  20603 
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No?  St  Florida  ■  j 

5149  North  9th  Avenue 
Suite  124 

I  jPensacola^  FL  32504  I  j 

I  S  irii  Joseph's  Hospital-Nuclear  |  520037 
Medicine 

i  61 1  St.  Joseph  Avenue 
I  Mr,.:.aeld,  WI 54449  ^  ’ 


S'rsi  >i  PET  Ima^ng,  LLC- 
EViXidyn,  NY 
6300  Eight  Avenue 
IDiixMm  NY  11220 


Sc  Cancer  Specialists  j 

I  25  Hospital  Center  Boulevard  i 
I  #301  •  I 

I  Head  Island,  SC  29926  i  i 


yhx  zd  PET  Imaging,  LLC- 
IN 

6001  N.  Main  Street 
in  46530 


Umversity  Hospital-Cmcmnati 
Eden  Avenue  &  Albert  Sabin 
Way 

inrp-|ftH,OH4^19 

Shared  PET  Imaging,  LLC  - 
Marion,  OH 
1050  Delaware  Avenue 
arion,  OH  43302 


L--.-  - 


232800 


©01511 


103/10/2006 


103/10/2006 


!  i97Z661 


1285633289  103/10/2006 


03/10/2006 


Shared  PET  Iinaging,  LLC-Terr^  [201320 


3^ft' 
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UCLA-Dept.  of  Molecular  &  |  irv’/13029 

vir  ji>2l  Pharmacology  | 

1 1 0833  Le  Conte  Avenue  •  ^ 

|Log  Anc  CA  90095  ■ 

jUCLA-Dept.  of  Molecular  &  j  lllv/ 1 3029 

lic-jical  Pharmacology  :  j 

10833  Le  Conte  Avenue  i  j 

PA  90095 


jlMverdty  Nuclear  Medicine,  I  14414A 

iiilO.  i 

105  Parker  Hall  i 

NY  14214  ' 


UiilvDrrity  Radiology  Group  1 1425699 
75  Veronica  Avenue  | 

SiilA  102  •  ; 

NJ  08873  ^ _ j 

|A*^n3  Arundel  Medical  Center  |  210023 
iiOOl  Medical  Parkway  j 

|Ai7nr--n1k^  MD  21401  J 


Ut3  Imaging  Center  Corp.,  LLC  jUCi33 1 
842  Sunset  Lake  Boulevard  I 

S^it3  301  i| 

Venice,  FL  34292  _ I L _ 


jU3C  PET  Imaging  Science  j 

’1510  San  Pablo  Street  | 

Via  350 

L^3  Angeles,  CA  90033  ; 


710746 


j/10/2006 


03/10/2006!  |!AIl-115-CHS 


!03/l  0/2006 


60 

ngOaks,  CA  91361 


36952 
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iNorthem  California  PET  i  I  77y.2m%Z  ,  '  dl/10/2006  C 

fni-fHng  Center-VAPA  *  j 

3C01  Miranda  Avenue  i 

PsU^to,  CA  94304  J 


Medical  Imaging  595865 
|3548  Route  9  South 
ISM-EeIK?  NJ  08857 


Vincent  Infirmary  Medical  i  |C4  CC07 


ji  iii/CT  Center 

12  St.  Vincent  Circle 

|u4h  Rock,  AR  72205-5499 


1 1  .iTi-vin  Trail  Diagnostics 
1 1 1 1  Woodland  Drive 

KV  42701 

?  if:/’ Imaging 
507  Clifty  Street 

KY  42503 


3l  John’s  Hospital  Springfield  -  j  25=0055 

TX--l-r- Medicine 

1235  E.  Cherokee  Street  ; 

S-n"-344  MO  65804  | 

City  of  Hope  1 1050146 

1 500  E.  Duarte  Road  \  ' 

[Cxy^A 91010  il  ~ 

Hnch v:i:tov/n  Regional  Medical  1 1310115 


I  03/10/2006  i 


103/10/2006 


'.170001408  i  |03/10/2006  i  KY 


!03/l  0/2006  KY 


103/10/2006  :  MO 


05/10/20061  CA 


03/10/2006 


651  Willow  Grove  Street 

14/^  t  ‘oxrn.NJ  07840 


36^ 
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In.aging  Alliance-Nashviilc^  *  ! 

PET,  LLC  =  ' 

52  White  Bridge  Road.  i 

Nashville,  TN  37205 


Imaging  For  Life  I 

3830  Bee  Ridge  Road 

Siiite  A  : 

Sars".r4a,  FL  34233 


Seattle  Nuclear  i  iGOOOl  58400 

^edidne/Ultrasoimd  Associates  I 
1229  Madison  Street  I  v 

Sulto  1050 

Seattle,  WA  98104  : 

Cclural:  as  Circle  Imaging  ’  W00691 

1790  Broadway,  9th  Floor 
Yonkers,  NY10704  _  _  _ 

Bryn  Mawr  Imaging  CciucnPETl  i  73 120 
100  Lancaster  Avenue 
Wynnewood,  PA  19096 


Belli  Israel  Deaconess  Medical  220vo6 
Ccnler 

330  Brookline  Avenue 

;  Bo^5:^^,MA  02215  j 

100168 
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Positron  Emission  Tomography  |  FVNOOl 
Institute  at  Hampton 
5357  Henneman  Drive  I 

orfolk,VA  23513  _ j 


Positron  Imaging  Facility 
1311  Record  Crossing  Road 
Mail  Code  9140 
Dallas,  TX  75235 


Premier  Diagnostic  Imaging 
10019  Forest  Green  Boulevard 
LouisviUe,  KY  40299 


Positron  PET/CT  of  the  i 

Southern  Tier 
1 69  Riverside  Drive 
Binghamton,  NY  13905 


Radiology  Regional  Center,  PA,  i  77185 
Inc.-Naples 

700  Go^lette  Road  • 

aples,  FL  34102  ! 


Somascan  Plaza,  Inc. 

Suite  405  Torre  de  Plaza  Plaza  I 

Las  Americas 

San  Juan,  PR  00917 


03/13/20061 


UT000F626  103/13/2006 


Somascan,  Inc. 

Jose  Marti  #56 
San  Juan,  PR  00917 


Southern  Indiana  Radiological  ^ 
Associates 

500  Landmark  Avenue 
Bloomington,  IN  47403 


Southern  Illinois  Cancer  Center  643740 
1 0286  Fleming  Road 
Carterville,  IL  62918 


South  Nassau  PET 
One  Healthy  Way 
Oceanside,  NY  1 1572 


0082435 


214160 


97z851 
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Joliet  Oncology-Hematology 
\ssoc..  Ltd. 

1600  W.  Route  6 
Morris,  BL  60450 


Saint  Luke's  Hospital 
4323  Woman  Road 
Kansas  City,  MO  641 1 1 


ercy  Medical  Center 
1320  Mercy  Drive 
Canton,  OH  44708 


Dayton  Medical  Imaging  Center 
7901  Schatz  Pointe  Drive 
Dayton,  OH  45459 


Community  Radiology  of  •  I 
Virginia  | 

2000  Leatherwood  Lane  '  | 

Bluefield,VA  24605  J 


Bab  Radiology-Himtington 
75  East  Main  Street 
Huntington,  NY  1 1 743 


Bab  Radiology-Hauppauge  ! 

521  Route  111  I 

Suite  312  ; 

iaiqjpauge,  NY  1 1 788 


Center  for  Diagnostic  Imaging-  j  470000037 
37  I 

5775  Wayzata  Boulevard  #190  j 
St  Louis  Pari(^  55416  j 


C^ter  for  Diagnostic  Imaging 
5775  Wayzata  Boulevard 
Suite  190 

St  Louis  Paric,  MN  55416  i 


Center  for  Diagnostic  imaging- ' ;  470000038 
Mendota  Heights 
910  Sibley  Memorial  Highway 
Mendota  Heights,  MN  55118 


36964 


federal  Register/ Vol.  75,  No.  123 /Monday,  June  28,  2010 /Notices- 


Federal  RigMer/Vol.'  75/  /Mon'day;'  ]une^'28'‘‘2'MO^!tifetidi06 


3iBg(e$ 


LSL  Joseph's  PET  Center  '  j  m 

5iR/i9  ''j  .  j 

03/13/2006  i 

ART 

>vl 

il  Mercy  Lane 

1 

*  J  1 

1  3i::to  105  ■ 

; 

^  '  1 

j  IIo?3prirr,  AR  71913  1 

. .  , 

; 

’  j 

PET  Scan,  LLC  j 

2y4?2  / 1 

IL  1 

1 

1 

1 

1812  Ogden  Avenue  j 

i 

i  |T/estmont,  EL  60559 

i 

1 

i _  _  : 

! 

1  Bd  Amo  PET  Imaging  Center  ‘ 

1  3531  Fashion  Way 

17120  ! 

iii 

CA  1 

i 

i 

1  Torrance,  CA  90501 

i 

L,  . . . . . ! 

!  Ko  L:  Shore  PET  Imaging  • 

i  Upt.  .r 

327110  ’ 

|03/13/2006; 

MA  1 

i 

RR.Riy  Hospital  ; 

j  35  Herrick  Street 
{EGVC:ly,MA1915 

1 

Rc-  =  1 D.  Russo  &  Associates 

i^^-R^pc  ■  ’  ; 

iC02013  i 

03/13/2006; 

CT  1 

; 

ire  Box  6128 

Rn££r£2/^CT  06606 

J 

f 

Advf  ::  :  Medical  Specialties 

K7806 

05/03/2006: 

FL  ; 

1 1 

3035  Sunset  Drive 

102 

*  i 

i 

(LR^LFL  33173 

1 _ _  J 

[Bf  J  ti:t  M  &  S  Imaging  Center-  i 

ITA078 

05/03/20061 

TX  > 

I 

|215  E.  Quincy  Street  #100 
|Sri;  Antonio,  TX  782 1 5 

i 

\  ! 

i _ _ _ 

L _ _ R 

i 

j  j 

j  |Cri““- “-'ty  Cancer  Center 

I  Is  15  W.  Umpqua  Street 

|R1 16571  : 

1 

!  .R 

05/03/2006! 

OR  ! 

i 

OR  97470 _ 

i 

[ _ _ _ 

1 

M  &  S  Imaging  Center 

FTA078 

03/03/2006 

TX 

•  1 

7888  Fredericksburg  Road 

: 

;  San  Antonio,  TX  78228 

1  . . .  ^  _ 

■  ■  i 

_ /  y. 


14-0010 


yrr'tr=n  Northwestern  '  ^ 

:  -  re-H^  Park 

!757  Park  Avenue  West 
r^,:;,^HParic,IL  60035  ' _ 

)r=r.r  -^  Diagnostic  Radiology  ' 't 70000034 
1300  Sunset  Drive 
U 

Or MS  38901 

-  r*  Cancer  Hospital 
2000  Circle  of  Hope 
^^^2121 
Cdt  Lake  City,  UT 
2^112-5550 


Tech  Medical  Park 
1800  Southwest  Highway 
don  II  EL  60463 


Uyn  n  Diagnostic  Imaging,  Inc.  ! 
165  Waymont  Court 
L--t:^y,FL  32746  = 


Regional  PET  Imaging 
7251  Broadway 

£-'tcA 

IN  46410  J 


r  rPETImagm  i 

tlOO  Harrisburg  Pike 
^-r  PA  17601 

I  jjair  -nPET/CT  Imaging  Center  ‘  '320242 
j2  3  5  Doan  Hall 
:lCr;-dldfMM4^o 
j  |?-i  r^ry  Lanning  Memorial 


|7l5  N.  St  Joseph  Avenue 
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Maplewood  Cancer  Center- 
MOHPA 

1 S80  Beam  Avenue 
Maplewood,  MN  55109 


Memorial  Hospital 
325  S.  Belmont  Street 
oik,  PA  17403 


ercy  Regional  Health  Center  i  17-0142 
1 823  College  Avenue  I 

Manhattan,  KS  66502 


Nmthshore  Regional  PET  Scan, 
LLC 

1464  Waukegan  Road 
Gloiview,  IL  60025 


Parkway  Ventures,  Inc. 
9000  Franklin  Square  Drive 
Baltimore,  MD  21237 


PET  Fusion  Imaging 
3707  New  Vision  Drive 
Fort  Wayne,  IN  46845 


River  Oaks  Imaging  & 
iagnostics, 

PO  Box  4346 
Houston,  TX  77210 


Regional  PET  Scan,  LLC- 
Beachwood 
2000  Auburn  Road 
Beachwood,  OH  44122 


36968 


Federal  Register/ Vol.  75,  No.  123 /Monday,  June  28,  2010 /Notices 


Regional  PET  Scan,  LLC- 
Fairview 

204SS  Lorain  Road 

Fairview  Paris,  OH  44126 

REID02211  ! 

t 

05/03/2006  i 

1 

i 

OH 

1 

_J 

- 1 

i 

! 

Regional  PET  Scan,  LLC-  | 

Ridgepaik 

7575  NorthclifF  Avenue 

REID02211  i 

i 

05/03/20061 

1 

1 

OH  1 

i 

i 

Brooklyn,  OH  44144  j 

j 

_  _ _  „  , 

_ _ 

Saint  Francis  Hospital  | 

1 14  Woodland  Street 

07-0002 

05/03/2006 1 

1 

CT 

Hartford,  CT  06105 

1 

i 

St  Nidiolas  Hospital  | 

3100  Superior  Avenue 

520044 

05/03/2006! 

WI 

Shdxiygan,  WI 53081 

j 

__  I 

Swedish  Medical  Center 

501  E.  Hampton  Avenue 

060034 

05/03/2006! 

1 

CO 

^igjewood,  CO  801 13 

St  Benuirds  PET  Coiter 

225  E.  Jackson  Avenue 

5C658  i 

i 

1 

05/03/20061 

AR 

I 

Jonesboro,  AR  72401  i 

i 

_ 

Toledo  Regional  PET  Scan,  | 

LLC  i 

3442  Granite  Circle 

T0ID01881  I 

1 

i 

05/03/20061 

OH 

1 

Tcdedo,  OH  43617  i 

i 

I 

‘ 

University  MRI  , 

1  3848  F.A.U.  Boulevard  j 

j  Suite  200 

E1765  j 

1 

05/03/2006 

FL  1 

'  1 

i  Boca  Raton,  FL  3343 1 

j 

‘  Tucson  PET  Imaging 
!  5355  E.  Erickson  Drive 

WCBBM 

05/03/2006! 

AZ 

- 1 

i 

1 

i  [Tucson,  AZ  85712 

.•  ■  1 

Via  Chrisd  Oklahoma  Re^onal 
i  Medical  Center 

1900  N.  14th  Street 

Ponca  City,  OK  74601 

370006 

05/03/2006 

OK 

1 - -  — 

^  . . . . - ^ 
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Christian  Hospital  I 

11133  Dunn  Road  i 

St  Louis,  MO  63136  1 

260180  .  i 

i 

m 

11^^ 

1 

) 

--- . — . .  -  » 

DRA  Imaging  PC  | 

1  Columbia  Street  ‘ 

W18691  1 

1 

Poughkeepsie,  NY  12601 

iPP 

Cleveland  Clinic  Star  Imaging  1 
921  Jasonway  Avenue 

34^1932969  i 

Columbus,  OH  43214 

Norman  PET  Associates,  LLC  1 
3750  W.  Robinson  Street  ! 

900522224 

05/03/2006 

OK  ? 

f 

-  — . . 

1 

i 

Suite  130 

1 

1 

Norman,  OK  73072 

j 

•  1 

1 

1  Rhode  Island  PET  Services-St.  | 

1  Josephs 

200  High  Service  Avenue  I 

479003556  | 

j 

m 

RI  ! 

1 

i 

N  Providence,  RI 02904  | 

L _ i 

J 

Rhode  Island  PET  Services-  | 

South  County  Hospital 

100  Kenyon  Avenue  ! 

479003556 

m 

1 

Wakefield,  RI  02879  i 

1 

L 

Rhode  Island  PET  Services- 
Roger  Williams 

825  Chalkstone  Avenue 

479003556 

m 

1 

Providence,  RI  02908 

1 

L 

Rhode  Island  PET  Services- 
Landmaik* 

1 15  Cass  Avenue 

1 

n 

Woonsocket,  RI  02895 

1 

Forest  City  Diagnostic  Imaging 
i  735  Perryville  Road 

546450 

Lower  Level  2 

j  Rockford,  IL  61 107 

36970 
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479003556 

*  j 

1 

n 

EH 

t 

j 

j 

I 

Pavilion  Imaging  | 

750  Wellington  Avenue 

Grand  Junction,  CO  81502  I 

23  1 

CO  1 

i 

Lifescan  Chicago  | 

2242  W.  Harrison  Street 

Chicago,  IL  600612  i 

jjlll 

mi 

IL 

i 

1 

1 

Southeast  Medical  Imaging  | 

1  300  Evergreai  Drive  ,  | 

Suite  210  I 

Glen  Mills,  PA  19342 

092801  1 

t 

1 

1 

1 

! 

05/03/2006 1 

1 

PA  1 

i 

1 

f 

- - ~1 

1 

1 

i 

! 

j 

390090  I 

1 

i 

05/03/2006 1 

j 

! 

1 

PA 

1 

i 

■  1  .  -  —  1 

i 

1 

1 

! 

14422A  1 

1 

i 

1 

NY 

1 

1 

{ 

i 

J 

ain  Street  Radiology-Bayside 
kOl  Francis  Lewis  Boulevard 
lyside,  NY  11361 

04217 

NY 

- ^ — j 

j 

04217A 

I 

_ _  _ J 

05/03/2006 

West  VA  University  Center  for  ; 
Advanced  Imaging 

1  Medical  Center  Drive 

1  Morgantown,  WV  26506 

9121131 

05/03/2006 

WV 

PO  Box  9236,  Health  1 

Center  South  i 

! 

i 

i 

_ _ :• . . ! 
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Cancer  Care  Northwest  PET 
Center 

910  W  5th  Avenue 
Spokane,  WA  99204 


36972 
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Meridian  North  Imaj^hg  CcntW  j 

1  12188  N.  Meridian  Street  * 

1  Carmel,  IN  46280 

m 

j  Cancer  Center  Oncology  I 

j  Medical  Group 
j  5395  Ruffin  Road 

1  Suite  202 

1  San  Diego,  CA  92123 

W12245A 

05/06/2006; 

1  Firelands  Regional  Medical 

1  Center 

i  1 101  Decatur  Street 
!  Sandusky,  OH  44870 

360025 

05/03/2006 

;  United  Radiology-Greenbelt 

1  PO  Box  34979 
!  West  Bethesda,  MD  20827 

FMN007 

III 

1  Richard  Just,  MD 

j  5395  Ruffin  Road 
i  Suite  202 

1  San  Diego,  CA  92123 

W16197  1 

f 

H 

!  Michael  Kiiq>er,  MD 

5395  Ruffin  Road 

Suite  202 

i  San  Diego,  CA  92123 

A24091  1 

i 

■ 

;  McLaren  Regional  Medical  i 

Center 

1  401  S.  Ballenger  Highway 
[Flint,  MI  48532  j 

230141 

i 

B 

United  Radiology- 
Silver  Spring 


FMN007 


05/03/2006 


Federal  Register  /  ydl-  -75,  No.‘i23  /  Jurie^  28; /  Nft^ceg 


Url•^>j  Radiology-Rockvillc'  1 

PO  Box  34979 

v/est  Betfaesda,  MD  20827 


St  Mary's  Health  Center  j 

c  >20  Clayton  Road 
jSt  Louis,  MO  631 17 


L’ay  Regional  Medical  Center 
1900  Columbus  Avenue 
Day  City,  Ml  48708 


!i  -r :  :r  Regional  Medical  Center ' 
il375N.  Main  Street 
MI  48446 


I  i^lZ 

j  jSt  /  Diagnostics 
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PET  Imaging  of  Houston 
2493>A  South  Braeswood  Blvd. 
Houston,  TX  77030  _ 


Goshm  General  Hospital 
200  Hi^  Park  Avenue 
Goshqi,  IN  46526  _ 


PET  Imaging  of  ELMC 
8550  West  38th  Avenue 
Suite  102 

Wheat  Ridge,  CO  80033 


05/03/2006!  IN 


PET  Imaging  of  Houston- 
Southeast 

6021  Fairmont  Parkway 
Suite  120 

Pasadena,  TX  77505 


Poiinsula  hna^g,  LLC' 
560  Riverside  Drive 
Suite  A104 
Salisbury,  MD  21801 


800665 


5/03/2006 


FTN030 


05/03/2006 


05/03/2006  AL 


Zwangff-Pesiri 
126  Hidcsville  Road 
assq)equa,NY  11758 


W13931 


Las  Calinas  PET  Imaging,  LLP 
1110  Cottonwood  Lane 
Irving,  TX  75038 


05/03/2006 


■ 


Suite  220 


014041 


05/03/2006  KS 


Iowa  Blood  &  Cancer  Care,  I 

PLC  I 

855  A.  Avoiue  NE  i 

Cedar  R^ds,  lA  52402  _ J 


Hadcensack  University  Medical  |  310001 
Center 

30  PTO^)ect  Avenue  I 

Hackensack,  NJ  07601  '  I 


Medical  Office  Plaza,! 
LL4 


36976 
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McLeod  PET  Imaging  Center 
800  East  Cheves  Street 

IFlorence,  SC  29501 


St  Alexius  Medical  Center 
9(K)  E.  Broadway  Avenue 

Bismarck,  ND  58506 


Center  for  Diagnostic  Imaging  | 
1295  Orange  Avenue  ! 

Winter  Park,  FL  32789  i 


CharlesUm  Radiologists,  PA  |  1709 

9313  Medical  Plaza  Drive  | 

leston,  SC  29406 _ j _ 

PET  Imaging  of  Houston-West  j  jFTKOi 

9525  Katy  Freeway  '  i 

Suite  102 

Houston,  TX  77024  i 


05/03/2006  SC 


i  105/03/2006 IBC  ilSdH3  302 


05/03/2006 


PET  Ima^g  of 
S  ugar  Land 

17320  W  Grand  Parkway  S. 
A 

ugar  Land,  TX  77479 


PET  Imi^ng  of  Oklahoma  City  i  IS00522283 
1000  N.  Lincoln  Boulevard 

Suite  250 

OklaP-ma  City,  OK  73104 


05/03/2006 


PiiT  Imaging  of  Tulsa 
671 1  S.  Yale  Avenue 
#104 

Tiiha,  OK  74136 


=00522320 
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PET  Imaging  of  The  Woodlands 
3091  College  Park  Drive 
Suite  340 

The  Woodlands,  TX  77384 


Tarrant  Diagnostic  Imaging 
1121  8th  Avenue 
Fort  Worth,  TX  76104 


Wyandot  Memorial  Hospital 
85  North  Sandusky  Avenue 
pper  Sandusky,  OH  43351 


Oregon  Health  &  Science 
University 

3181  SW  Sam  Jackson  Park 
Road 

Portland,  OR  97229 


Saint  John's  Health  Systedi 
2015  Jackson  Street 
IN  46016 


udson  Valley  PET  Imaging, 
LLC 

160  North  Midland  Avenue 
4yack,  NY  10960 


Appleton  Medical  Center 
1 81 8  N.  Meade  Street 
Appleton,  WI 54911 


St  Elizabeth  Health  Center 
1044  Belmont  Avenue 
Youngstown,  OH  44501 


Sinai  Hospital  of  Baltimore 
2401  West  Belvedere  Avenue 
Baltimore,  MD  21215 


210012 


36977 


;  J- 
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Associates  in  Radiology  of 
Plattsburgli,  NY 

762  Route  3 

Suite  14 

Plattsburgh,  NY  12901 

33572A 

1 

•  ! 

05/03/2006 1 

i 

1 

i 

NY  1 

. 

AfBliated  PET  Systans- 
Rockville 

971 1  Medical  Center  Drive 
Rockville,  MD  20850  I 

FDNXOl  1 

j 

f 

i 

o 

o 

MD 

- 

Lake  Medical  Igiaging  &  Breast 
Center 

1400  US  Highway  441  North 
Suite  510  1 

The  Villages,  FL  32159 

59-3522082 

05/03/2006 

! 

! 

1 

FL 

Affiliated  PET  Systems-Silver 
Spring 

1400  Forest  Glen  Road 

Silver  Spring,  MD  20910 

FDNXOl 

1 

i 

05/03/2006 

MD 

Suite  430 

Nordi  Texas  Clinical  PET 
Institute 

3535  Worth  Street’ 

Suite  150 

Dallas,  TX  75246 

99R339 

05/03/2006 

TX 

Lake  Imaging  Center 

801  E.  Dixie  Avenue 

Suite  104 

Leesburg,  FL  34748 

59-3635297 

■ 

05/06/2006 1 

i 

} 

FL 

■  I 

1 

! 

j 

Edwards  Comprdiaisive  Cancer 
Colter  1 

i  1400  Hal  Greer  Boulevard 
Huntington,  WV  25701 

510055 

05/03/2006 1 

i 

WV 

! 

1 

: 

i 

1 
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1  Allison  Cancer  Center  I 

301  North  N  Street  ! 

140414744  ! 

‘  ( 

05/03/2006! 

TX 

Midland,  TX  79701 

I 

- 

1 

Clinical  PET  of  Leesburg 

E7179A  ! 

05/03/20061 

FL 

8525  US  Highway  441 

Leesburg,  FL  34748 

J 

i 

Greene  Medical  Imaging,  PC 

159  Jefferson  Heights 

D-106  j 

W25021  I 

1 

05/03/20061 

I 

NY 

1 

Catskill,  NY  12414  j 

. . . _J 

j 

Caritas  PET  Imaging,  LLC-  | 

32-7092  ! 

05/03/2006!’ 

MA 

Caritas  N(Hwood 

Norwood  Hospital  I 

i 

Hospital  -  Foxboro 

70  Walnut  Street 

Foxb<MX>,  MA  02035  i 

j 

Campus 

Caritas  PET  Imaging,  LLC-New  | 

32-7092 

05/03/2006 1 

MA 

Tufts  -  New  England 

England  Medical  Center  ' 
j  750  Washington  Street  | 

1 

J 

1 

Medical  Center 

j  Boston,  MA  021 11  { 

_ _  J 

_ _ j 

1  Austin,  Radiological  Assn.-San  I 
Marcos  | 

74-1597116  ! 

05/03/20061 

) 

TX 

t 

1348  B  Highway  123  South 

San  Marcos,  TX  78666 

j 

i 

; 

_ 1 

1 

1 

ARA  bnaging-Rock  Creek 

2120  N  Mays  Street 
#220 

20-1651590  1 

1 

05/03/2006 

TX  i 

1 

1 

! 

1 

j 

Round  Rock,  TX  78664 

J 

ARA  Imaging-Southwood 

1701  W.  Ben  White  Boulevard 
#170 

20-1651590 

05/03/2006 

TX 

j 

i|Au^n,TX  78704 

36980 
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Elkhart  General  Hospital  '  ’  ^  | 

15-0018  Tj 

05/035^006 1 

IN  ! 

' 

:  600  East  Boulevard  ! 

Elkhart,  IN  46514  J 

j 

i 

j 

j 

1  Austin,  Radiological  Assn.-  i 

!  Midtown  | 

I  1301  W.  38th  Street 

1  Suite  100 

74-1597116  ; 

05/03/2006  j 

j 

TX  1 

i 

i 

i 

1  Austin,  TX  78705 

! 

- . . 1 

i  Caritas  PET  Imaging,  LLC-  ' 

32-7092  1 

05/03/2006* 

MA 

St  Elizabeth’s 

i  St  Elizabeth's  ! 

736  Cambridge  Street  | 

'  i 

1 

i 

Medical  Center 

! 

! 

i  Boston,  MA  02135 

. . . .  J 

1 

1  Global  PET  Imaging,  LLC  i 

309590 

05/03/2006  j 

IL 

Grand  Oaks  Health  | 

1  1800  Hollister  Drive 

1  Suite  G-10 

1  libertyville,  BL  60048 

i 

1 

_ _ J 

Center  | 

1  Caritas  PET  Imaging,  LLC-  | 

32-7092 

05/03/2006 1 

MA 

Caritas  Carney 

1  Carney  Hospital 

1  2100  Dorchester  Avenue 

\ 

Hospital 

1  Dorchester,  MA  02124 

_ _ J 

- 1 

f 

1  Caritas  PET  Imaging,  LLC-  | 

1  Milton  Hospital 

32-7092  : 

05/03/20061 

i 

MA  1 

] 

1 

i 

1 

1 

- . i 

I  92  Hi^and  Street 

i 

Milton,  MA  02186  1 

j 

_ _j 

Caritas  PET  Imaging,  LLC-St  | 
Aime's  Hospital  '  i 

32-7087  I 

05/03/2006 1 

i 

MA 

i 

i 

St.  Anne's  Hospital  i 

795  Middle  Street 

i 

1 

1  Fall  River,  MA  02721  1 

J 

Caritas  PET  Ima^g,  LLC- 

32-7087 

05/03/20061 

MA 

Caritas  Good 

1  Good  Samaritan 

I 

Samaritan  Medical 

i  235  North  Pearl  Street 

Center 

:  Brockton,  MA  02301 

i 

•• 

!  Panhandle  PET  Imaging 

6700  W.  9th  Avenue 

TFN0007 

05/03/2006* 

TX 

■  *  i 

•  ^  { 

Anwrillo,  TX  79106 

. . 
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PET/CT  Imaging  of  Berkeley 
2855  Telegraph  Avraue 
Suite  100 

Berkeley,  CA  94705 


Western  Maryland  Health 
System-Sacred  Heart  Campus 
902  Seton  Drive 
Cumberland,  MD  21 502 


Desert  PET  Imaging,  LLC 
1 1 80  N.  Indian  Cyn  Drive 
Palm  Springs,  CA  92262 


First  PET  of  Stockton 
4744  Quail  Lake  Drive 
Stockton,  CA  95207 


tah  Cancer  Specialist 
3838  South  700  East 
Salt  Lake  City,  UT  84106 


Washington  Radiology 
Associates,  PC 
2121  K  Street,  NW 
Washington,  DC  20006 


New  Rochelle  Radiology 
Associates,  PC 
175  Memorial  Highway 
New  Rochelle,  NY  10801 


orth  Little  Rock  PET 
Associates,  LLC 
3500  Springhill  Drive 
North  Little  Rock,  AR  721 17 


36982 
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Imaging  Central  LLC 
71 1 1  W.  Central  Avenue 
oledo,  OH  43617 


IMID01641  05/03/2006 


Advanced  Radiology-PET  I 
Imaging  of  MD  '  ! 

1 700  Reisterstown  Road 
Baltimore,  MD  21208 


Cancer  &  Blood  Disease  Center  |  72840 
521  N.  Lecanto  Highway 
Lecanto,  FL  34461  i 


Huntington  Outpatient  Imaging  I 
Center,  Inc.  I 

800  S.  Fairmount  Avenue 
Pasadena,  CA  91105 


Universal  Imaging,  Inc.  j 

4600  Investment  Drive 
Troy,  MI  48083 


Berger  Health  System 
1170  North  Court  Street 
CircleviUe,OH43113 


360710 


Contemporary  Imaging-Trenton  0P23200 
1676  Fort  Street 
Trenton,  MI  48183 


South  Tulsa  PET,  LLC 
7712  S.  Yale  Avenue 
Tulsa,  OK  74136 


800522360 


OK  StelOO 
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Cancer  Cento*  of  the  Carolinas 
200  Andrews  Street 
Greoiville,  SC  29601 


SC  Suite  100 


OSF  Saint  Francis  Medical 
Colter 

530  NE  Glen  Oak  Avenue 
t>eoria,lL  61637 _ 


Sacred  Heart-St  Mary's 
Hospitals,  Inc. 

2251  Northshore  Drive 
lander,  W1 54501 


yiiTjw 


14-0067 


1100700 


Oqntal  Region  Radiation 
y  &  hna^g 
3400  W.  Truman  Boulevard 
efferscm  City,  MO  65109 


niversity  PET/CT  imaging 
19  Bradhurst  Avenue 
awdiome,  NY  10532 


O  iPO  150832 


W2Y371 


Suite  1200 


Aztech  Radiology-Apache  Trail 
1840  W.  Apache  Trail 
\pache  Junction,  AZ  85222 


Missouri  Canco*  Associates 
105  N.  Keene  Street 
Columbia,  MO  65201 


ite  River  Medical  Cento* 
1710  Harrison  Street 
Batesville,  AR  72501 


000012700 


MO  Suite  100 


Englewood  Hospital  &  Medical  ;  310045 
Cento* 

350  Engle  Street 
Englewood,  NJ  07631 
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1023095445 


204508 


Rocky  Mountain  Cancer 
Centers-South 

7951  E.  Maplewood  Avenue 
Suite  300 

Greenwood  Village,  CO  801 1 1  | 


Rocky  Mountain  Cancer  ;  204508 

Centers-North 

7951  E.  Maplewood  Avraue 
Suite  300 

Greenwood  Village,  CO  801 11  ; 


Molecular  Imaging  of  Hamilton  |  MOID01221 
County-Bethesda 
4197  Fulton  Road  NW,  Suite  C  i 
Canton,  OH  44718 


Molecular  Imaging  of  Hamilton 
County-Good  Sam 
4197  Fulton  Road  NW,  Suite  C 
Canton,  OH  44718 


Kettering  Medical  Center 
3535  Southern  Boulevard 
Kettering,  OH  45429 


St.  Mary's  Hospital 
5801  Bremo  Road 
Richmond,  VA  23226 


360079 


540793767 


36986 
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The  Emory  Clinic 
1365  Clifton  Road 
Building  C 
Room  Court  048 
Atlanta,  GA  30322 


582030692  . 


Alegoit  Health  Bergan  Mercy 
Medical  Center 
7500  Mercy  Road 
Omaha,  NE  68124 


05/03/2006 


University  Center  Imaging 
1065  Delaware  Avenue 
Marion,  OH  43302 


Elk  Regional  Health  Center 
763  Johnsonburg  Road 
St  Mary’s,  PA  15857 


Health  Park  Hospital 
1636  Higdon  Ferry  Road 
Hot  Springs,  AR  7190 


Johnsonburg  Health  Center 
81  Clarion  Road 
Johnsonburg,  PA  15845  _ 


Jane  Phillips  Medical  Center 
3500  E.  Frank  Phillips 
boulevard 

Bartlesville,  OK  74006 


orth  Mam  Imaging  Center 
7650  First  Place 
Suite  B 

Oakwood  Village,  OH  44146 


PET  Imaging  Center  of 
Delaware  County-DCMH 
501  North  Lansdowne  Avenue 
Drexel  Hill,  PA  19026 


390081 
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I  ji^^U-PETCRC  Imaging  ' 

rm!F01521  1 

03^3/2005 1 

OH  I 

ii 

!  7650  First  Place 

1 

; 

1 

j 

! 

i 

1! 

i 

'  Viitnja  OH  44146  | 

1 

^ . .  .  J 

: 

1 

'  =?ET  Imaging  Center  of  j 

381080  ! 

05/05/2006! 

FA  ! 

1 

!  V.  County-Springfield 

!  190  West  Sproul  Road. 

|[SrHr;;n  ;3^PA19064  J 

j 

1  j 

i 

1 

- 

^  |!  or  University  Hospital  i 

1 15>>D  John  R  Street  ! 

230104  i 

'  1 

!05/03/2006| 

Ml  1 

i 

IIDvuolL  MI  48201  j 

1  1 

1  . J 

j 

! 

1  Hospital  ! 

1  6071  W.  Outer  Drive  1 

:23-0C-26 

|n;/G3/2006l 

i 

MI  I 

1  MI  48235  j 

i 

1 

I  _j 

i  3  roUlo  Radiolo^sts  APC  | 

;30OD1589600  | 

05/03/2006] 

WA  1 

/;y03  ! 

1  1229  Madison  Street  j 

1  3na;3-,WA  98104  i 

j 

1 

L  _ J 

j 

1 

k 

1 

i 

i _ _ _ . _  _  „ . 

1  ol.ron  Valley-Sinai  Hospital  j 
!  1  William  Caii  Drive 

|2a  02  /7  j 

!05/05/2006i 

MI  ! 

1 

11 

Co-  -  MI  48382  .  J 

L _ _ 

L. . i 

i 

■ 

I  |3ait  Memphis  PET  Imaging  j 

1  io  C-05  Park  Avenue  . 

13374526  I 

105/05/20061 

1  I 

1  1 

TN'  ! 

i 

i 

S"ito  lOlB  1 

i 

1;:  ^cHp^TN38119  | 

! 

. _*  j 

j 

i  _ _ _ 

'  lUFriC-PET  Imaging  Facility  1 

M90164 

05/03/2006! 

PA 

9i!i  Floor  !  i 

1  200  Lothrop  Street  i 

1 

i 

swing  PUH  j 

||riOr0^r-h^  PA  15213  i 

[  . . i 

■ 

1 

i 

;  lU?MC-PET  Imaging  Fadlity  ; 

1 130C  Halket  Street 

390114 

i 

t 

C5/03/2006| 

PA 

j! 

;lrOt  0^^,  ^15213  ^ 

I 

1 

i . . ■ 

- - — — - ^ 

CJ  ='d~  Island  Hospital 

593  Eddy  Street 

05  025=3954 

05/03/2006 1 

RI 

!  '  ; 

!  ^ 

[Fiovid^nce.  RI 02903 

L 

i . J 

j  Davi  J  C.  Pratt  Cancer  Center 

1260020 

Q5/03/2006 

MO 

j  cd?  South  New  Bulbs  Road 
jSt  Louis,  MO  63141 

..  J 

'  1 
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Birdi  Medical  Ima^g  Center  i 
20162  SW  Birch  Street  i 

ewport  Beach,  CA  92660  1 


Tennessee  Oncology  PET 
Services 

2018  Murphy  Avenue . 
Nashville,  TN  37203 


Tennessee  PET  Scan 
1020  N.  Highland  Avenue 
Murfreesboro,  TN  37130 


Texas  Oncology-Harris  Center  |  00R66C 
HEB  i 

1615  Hospital  Paricway 
Bedford,  TX  76022  j 


Greater  Dayton  Cancer  Center  9295791 
3120  Governor's  Place  .  ! 

Boulevard 

Kettering,  OH  45409  ! 


Martha  Jefferson  Hospital  | 
459  Locust  Avenue 
Chariottesville,  VA  22902 


Modem  Diagnostic  Imaging 
600  S.  Dobson  Road 
Chandler,  AZ  85224 


Christiana  Care  Nuclear 
Medicine/PET 

4755  Ogletown-Stanton  Road 
Newark,  DE  19718 


490077 


107628 


080001 
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|Ad  *  Ai  Imaging  of  Port  ! 

1 

[2625  Tamiami  Trail  j 

Charlotte,  FL  33952  j 

K68C5  ! 

!  •  .  j 

i  ■  j 

05/03/2006 1 

' 

, 

! _ _ J 

FL 

Oiiif.l  .  I 

I 

i 

. . . ■  .. .  J 

?-t.  Joseph's  Diagnostic  Center-  | 

97779 

! 

FL 

1 

1 

3003  Martin  Luther  King,  Jr.  j 

33067  1 

1 

i 

; 

) 

1  t 

1 

i 

i  \ 

_ J| 

So  ith  Carolina  Oncology  | 

j 

|5275  ■  1 

1  ; 

05/03/2006! 

j 

SC 

166  Stonoidge  Drive 

SC  29210  ! 

i 

i 

! 

_ _ j 

! 

1 

1 

-  i 

jooir-h  Carolina  Oncology  j 

5276  1 

|0S/05/2006i 

sc 

i  .  ! 

1  i  ! 

i’ 

166  Stoneridge  Drive 

Oo^^^^C29210  ! 

i  ; 

1  ! 

[.  _ I 

1 

j 

1 

1  1 

S  i 

L . . .  . . . __..J 

A cvcrs  Health  Imaging  ! 

5257  Midway  82,  East  | 

r3^AR71653  j 

51  IojO  ; 

1 

j 1 

Hli 

■ 

I 

.  1 

Tin  ICY  Services  of  Florida-  ! 

Hills  I 

2  N.  Lecanto  Higjiway  S 

fcov^Iy  Hills,  FL  34465  J 

V0103  1 

i 

.  i 

i 

1 . . .  ___ . _J 

1 

|B-c¥yHms  1 

Medical  Park  j  1 

{ 

i 

PET/CT  Services  of  Florida-  i 

_  -  ! 

¥0103  1 

FL  1 

j 

lOlB  i| 

1 

1 1 54 1  SW  1  St  Avenue 
iOcsin^FL  34474 

1 

1 

1  ; 

1 

1 

L  _  . 

Valley  Regional 
Health  Center 

145  W.  Wallace  Street 

OH  45840 

320^5^  i 

OH 
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Ima^g  Consultants,  Inc.-  i 

Quincy  * 

1 14  Whitwell  Strek  1 

327083  .  1 

i 

05/03/2006! 

MA  j 

} 

j 

Quincy,  MA  02196  | 

1 

. . . J 

_ i 

^  .  • 

hna^g  Consultants,  Inc.-Saintsj 
Memorial 

327083  • 

05/03/2006! 

MA  1 

2  Hospital  Drive  i 

1  Lowell,  MA  01852  | 

_ _ i 

j  Imaging  Consultants,  Inc.-  1 

Truesdale 

327085 

05/03/20061 

MA  j 

1  1030  Presidents  Avenue  • 

j  Fall  River,  MA  02720 

i 

* 

i 

i 

Imaging  Consultants,  Inc.-Twin  | 
City 

N/A  1 

i 

05/03/20061 

i 

MA  j 

-  "1 

76  Summer  Street  I 

; 

i 

1 

Fitenburg,  MA  01420 

_ 1 

1  Imaging  Consultants,  Inc.- 

327085  V  ! 

05/03/20061 

MA  ! 

• 

Worcester 

20  Worcester  Center  Boulevard  ; 

.  1 
i 

’ 

Worcester, MAO 1608  .  i 

1 

_ _ ; _ _ _ 

1  Sentara  Mobile  PET/CT- 
!  Careplex 

1  5900  Lake  Wright  Drive 

1  Suite  B 

250605 

05/04/2006* 

VA  1 

i|Norfblk,VA23502 

j  Soitara  Mobile  PET/CT-Lake 

1  Wright 

!  5900  Lake  Wright  Drive  Suite  B 

250605 

05/04/2006 

VA 

i 

Norfolk,  VA  23502 

-  • 

i  Sentara  Mobile  PET/CT  - 
I  Princess  Anne 

!  5900  Lake  Wright  Drive  Suite  B 

250605 

05/04/2006 

VA 

J 

i  [Norfolk,  VA  23502 

J 
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iSciilcra  Mobile  PET/CT-  ^  1 

bsflO  Lake  Wright  Drive  Suite  B  j 

b'orMk,  VA  23502  I 

250503  ]i 

n 

1 

03/04/2006! 

;! 

VA 

i 

i 

'  _  r-.  1  i 

■■ 

j 

li  Hospital  of  South  1 

if- _ .S  = 

150058  1 

t 

05/05/2006! 

5 

IN 

1 

i  £15  N.  Michigan  Street 
!  So-Oi  Bend,  IN  46601 

1 

_ i 

i 

_ _ : 

1 

1 

1 

L_j 

! 

L  _  _  ^  -J  j 

‘i^SMl^^Belleville,  IL  ! 

4253  Argosy  Court  j 

53714  1 

203196  1 

i  '  ) 

L,.  _ 1 

05/04/2006 1 

wi  1 

I 

_ j 

11 

1  : 

_  .  _ _ J| 

j|NSM3’Flora,IL  j 

1  j4253  Argosy  Court  i 

53714  ! 

I208196  1 

[ _ J 

05/04/2006 1 

1 

WI  1 

i 

f -  h 

i  M 

1  -  -J 

;  jNSMS-Breese,  IL  ' 

i  14253  Argosy  Court  i 

!|M^^’-r:-,WI  53714  J 

2C3196  1 

! 

I 

05/04/20061 

WI  1 

i 

j 

~  ■  I 

i 

1 

,  1 

i  SSf  i  DePaul  Health  Center  | 

j  12303  DePaul  Drive  | 

1  Si  Louis,  MO  63044 

1250104  1 

i 

05/04/2006 1 

MO  1 

ii 

L.^ . 

i  r^n  Hospital  1 

1  7>50  W.  Jefferson  Boulevard 
j  Fort  IN  46804 

150017  1 

05/1 1/2006  i 

j 

i 

IN  1 

i 

1 

!  i 

!  '  1 
i  1 

L . .  .  . . .  J 

1  i3  “Oiid  MRI  and  Diagnostic  1 

1  1346  Campbell  Road  ! 

i  TX  77055 

00941U  ; 

i 

L„  -  .  _ _  J 

05/1 1/2006  > 

1 _ _ _ _  i 

TX  ! 

1 

I  > 

1  Shields  Imaging  of  Eastern  Mfiss 

1  55  Fogg  Road 

||wcy;^u\im,MA2190 

327088 

|05/1 1/2006 

i 

L  .  .  .  ; 

MA 

!r^=y::iei:3  MRI  and  Imaging 

327039 

05/11/2006 

MA 

3300  Main  Street 

Spr£.e^dd,MA1107 

i 

- 
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Redbud 

18th  Ave.  at  Highway  53 

PO  Box  6710 

Clear  Lake,  CA  95422 


. .  1— — 

Advanced  Imaging  Center 

161 10  Jog  Road,  200 

Delray  Beach,  FL  33446  j 

i 

2049  t 

*■  i 

1 

1 

j 

IH 

FL 

UMASS  Memorial  MRl  and 
hna^g  Center 

214  Shrewsburg  Street  | 

Worcester,  MA  1604  | 

327040  i 

j 

05/11/2006! 

MA 

1 

1 

i 

i 

 . . 1 

RCOA  Imaging  Services  | 

1 108  Minnequa  Avenue 

Pueblo,  CO  81004  1 

HH 

Hijra 

CO 

Adventist  Health  PET/CT-  1 

Hanford 

450  N.  Greenfield  Avenue 
Hanford,  CA  93230  i 

B 

CA 

j 

j 

Adventist  Health  PET/CT-  | 

Feather  River  '  | 

5974  Pertz  Road  j 

Paradise,  CA  95%9  | 

B 

■ 

CA  1 

1 

! 

.. ! 

Adventist  Health  PET/CT-  ! 

Srmora  ! 

1000  Greenley  Road 

Sonora,  CA  95370 

CA  ' 

1 

Sarasota  Memorial  PET  : 

5350  University  Parkway 
Sarasota,  FL  34238  . 

05/11/2006 

* 

FL 

_ 

Adventist  Health  PET/CT- 
St.  Helena 
10  Woodland  Road 
St.  Helena,  CA  94574 


ZZZ3 18852 


05/11/2006!  CA  I 


05/11/2006;  CA 


37000 
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Mease  Outpatient  Imaging 
1840  Mease  Drive 
Safety  Haibor,  FL  34685 


100265 


J! 


05/11/2006 


FL 


Bardmoor  Outpatioit  Center 
8787  Bryan  Dairy  Road 
Lwgo,  FL  33777 


k)0594C 


05/1 1/2006 1  FL 


J 


|Trimty  Outpatient  Center 
|2102  Trinity  Oaks  Boulevard 

few  Port  Richey,  FL  34655 


00594D 


to5/l  1/2006 


FL 


¥/alnut  Creek  Imaging  Center 
1 14  U  Casa  Via,  #200 
V/alnut  Creek,  CA  94598 


ZZZ13902Z 


05/11/2006 


CA 


Carlisle  Imaging  Cento* 
1240  S.  Ft.  Harrison 
iClearwater,  FL  33756 


594 


05/11/2006 


FL 


Valley  Radiology  Imaging  at 

Samaritan 

2581  Samaritan  Drive,  #100 
San  Jose,  CA  95124 


KZZ139851Z 


_ I 


05/11/2006 


ICA 


J 


Forest  Hills  PET  Imaging 
102-02  Queens  Boulevard 
Forest  Hills,  NY  11375 


0699SG 


jRoper  LowCountry  PET 
Imaging  Center 
316  Calhoun  Street 
Charleston,  SC  29401 


Q326280001 


105/11/2006! 

! 

_ j 


WY 


05/11/2006! 


SC 


[Premier  PET  Imaging  of  NJ 
1 19  Cherry  Hill  Road 
Parsippany,  NJ  07054 


68433 


05/11/2006 


Suite  100 


iMediodist  Medical  Center  of 
Illinois 

221  NE  Glen  Oak  Avenue 
Peoria,  IL  61636 


370661223 


05/11/2006 


IL 


Medical  Imaging  of  Baltimore 
6715  N.  Charies  Street 
Baltimore,  MD  21204 


258L 


05/12/2006!  MD 
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37001 


Yagnesh  Oza,  MD 

41 17  Velerous  Memorial  Drive 

Mt  Vernon,  IL  62864 


12702 


Moffitt  Cancer  Center 
12902  Magnolia  Drive 
ampa,FL  33612  _ 


PrimeMed  Imaging 
S  Morgan  Higihway 
Suite  7 

Soanton,  PA18505 


100271 


Morgan  Medical 
Complex 


Rockville  PET  Imaging,  PC  1 

1 19  North  Park  Avenue  | 

Rockville  Caitre,  NY  1 1 570  j 

WTC601 

i 

in 

I 

Suite  101  1 

Porter  Adventist  Hospital  .  ! 

2525  Soudi  Downing  Street  | 

Denver,  CO  80210  ’  | 

60064 

HI 

^11 

! 

j 

Medical  Imaging  Services 
353  Fairmont  Boulevard 
Ri^id  City,  SD  57701 


Advanced  Radiolgy  Consultants 
56  Quarry  Road 
riimbull,  CT  0661 1 


C02747 


ortheastem  PA  Ima^g  Center] 
2601  Stafford  Avenue  i 

Scranton,  PA  18505-0305  I 


Billings  MRi  Center 
1041  North  29th  Street 
Billings,  MT 
59101-1075 


Aurora  St.  Luke's  Medical 
Center 

2900  W.  Oklahoma  Avenue 
Milwaukee,  WI 53215 


81030 


520138 


05/12/2006! 


05/12/2006! 


05/12/2006 


Nuclear  Medicine 
Department 


37002 
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Memorial  &  | 

St  Elizabeth's  Healthcare  i 

Services,  LLC  | 

4000  N.  Illinois  Lane 

Swansea,  EL  62226  | 

201339  ! 

1 

t 

j 

05/12/2006 1 

f 

"  1 

! 

i 

1 

1 

PET/CT  Imaging 
Center 

Palm  Beach  Cancer  Institute-  | 
West  Palm  Beach 

1 309  North  Flagler  Drive 

West  Palm  Beach,  FL  33401-  j 
2710  1 

34754  i 

i 

1 

! 

i 

i 

‘  i 

FL 

j 

1 

I 

Ov^ook  Hospital  I 

99  Beauvoir  Avenue  1 

Summit,  NJ  07902  j 

8772966189  j 

1 

05/12/20061 

1  ! 

NJ 

i 

1  . -.--1.— 1. .... 

Cento: 

122  Saint  Christopher  E>rive 
and,  KY  41 101 


Bryn  Mawr  Imaging  Center 
101  S.  Bryn  Mawr  Avenue 
Bryn  Mawr,  PA  19010 


Oncology  Alliance 
1055  N.  Mayfair  Road 
Suite  100 

Wauwatosa,  WI  53220 


Shared  PET  Maimonides 
6300  Eighth  Avenue 
Brooklyn,  NY  11220 


Hoboken  Radiology,  LLC 
79  Hudson  Street 
Suite  100 

Hoboken,  NJ  07030 


Akron  City  Hospital 
525  E.  Main  Street 
Akron,  OH  44309 
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37003 


Park  Av«iuc  Radiologists,  PC  i  W21771 

525  E.  Main  Street 

Rome,  GA  30165  _  i„ 


Comprehensive  Blood  &  Cancer! 
Center  ’  . 

6501  Truxtun  Avenue 
Bakemfield,  CA  93309 


Rome  Imaging  Center 
309  West  10th  Street 
Rome,  GA  30165 


Hawaii  PET  Imaging 
2230  Liliha  Street 
Honolulu,  HI  96817 


GRP1221 


05/12/2006 


Imaging  Consultants,  Inc.  at 
Henry  Heywood  Hospital 
242  Green  Street 
Gardner,  MA  01440 


327085 


05/12/2006; 


Imaging  Consultants,  Inc.  at  ;  327085 

Nashoba  Valley  Medical  Center  I 
200  Groton  School  Road 
Ayer,  MA  01432  ] 


Rhode  Island  PET  Services  at 
Memorial  Hospital 
111  Brewster  Street 
Pawtucket,  RI 2860 


479003556 


05/12/2006: 


05/12/2006 


Osceola  Cancer  Center 
737  W.  Oak  Street 
Kissimmee,  FL  34741 


1629034202 


Valley  Radiologists,  Ltd.-Paseo  :  1902896236 
II  Office 

5605  W.  Eugie  Avenue 
Suite  110 

Glendale,  AZ  85304 


06/13/2006 


Southeast  GYN,  Ctocology  PET 
5210  Belfort  Road 
Suite  130 

Jacksonville,  FL  32256 


|- 


37004 
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37005 


Orlando  Regional  Medical 
Center 

1414  Kuhl  Avenue 
Orlando,  FL  32806 


NorthEast  Medical  Center 
1065  NorthEast  Gateway  Court 
NE 

Concord,  NC  28025 


100006 


340001 


Premier  Medical  Imaging 
7651  Stagers  Lx)op 
Delaware,  OH  43015 


Advanced  Radiolgy  Consultants 
1 5  Corporate  Drive 
Trumbull,  CT  661 1 


Advance  PET  Imaging 
23  Technology  Drive 
East  Setauket,  NY  1 1733 


Premier  PET  Imaging  of 
)^ichita 

500  S.  Main  Street 
Suite  B 

ichita,  KS  67202 


Health  Center  Northwest 
320  Sunnyview  Lane 
Kalispell,  MT  59901 


Olympic  Medical  Center 
844  N.  5th  Avenue 
S^t^,  WA  98382 _ 


Premier  PET  Imaging  of 
Jacksonville 
5210  Belfort  Road 
Suite  130 

Jacl^nville,  FL  32256 


PET/CT  Imaging  of 
San  Jose 

2211  Moorpark  Avenue 
Suite  220 


37006 
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95128 

j  [The  Reading  Hospital  aii^ 
I  Center 

I  jClli  and  Spnice  Streets 
ilWest  PA  19611 


1390044 


06/13/2^6'  PA  I 


j  iio  p  ■ai 

j  530  Park  Avenue  East 
61356  ■ 

/=^Ti;-r.a  Bellefonte  Cancer 


I  122  Saint  Christopher  Drive 

ll^yp^jKYjyjoi 

I  Tower  Imaging  BBD 
j  14231  Bruce  B  Down  Boulevard 
jN  ■pa>FL33613 

I  TyMed  Diagnostic  Imaging  | 
i  Tampa,  LLC  . 
i  10010  N.  Dale  Mabry 

j  Sui'e  160 

|T52?M^33618 

;  1  exas  Oncology  Cancer  Center  ' 

:  Sugar  Land 

i  1350  First  Colony  Boulevard 
:  TX  77479 


1114068 


jCuO/JF 


;b000N.Mai 

•  l^y-on.  OH 


Si,  North  H^th  Center  [360052^ 
'I.  Main  Street  , 

OH  45415  ' 


1  nc  PET  Center  of  Oxford  51 554888 

1612  US  Highway  78  East 

Suite  102 

36203 

Shai€d  PET  Mem  Lighthouse  |232^ 
•5901  N.  Main  Street  | 

i  IN  46530  I 

PET  Hope  Cancer  1201320 


1201320 


11s  R^ey  Perry  Memorial  ;  141337  ijo&IMOO^E 


I . J  I 


|06/1  3/5oO^  |j^ 


ijoC/1 3/2006 1  IfL  j 


'  “  _ - - -  • -  L 

G6/1 3/20061  (FLn  ’ 

i  I 


1^/1 3/2006  IRtT 


p/13/^006^(5r 


06/13/2006 


.65/13/2006  IdT 


06/13/2006  (dT 
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37007 


3702  South  Fourth  Street 
Terre  Haute,  IN  47802 


Athens  Regional  Medical  Center^ 
1 199  Prince  Avenue 
Athens,  GA  30606  ' 


Muskogee  PET  &  Nuclear 
Imaging 

3300  Chandler  Road 
Suite  #106 

Muskogee,  OK  74403 


400522529 


Lubbock  Imaging  Center 
4011  19th  Street 
Lubbock,  TX  79410 


00027K 


Memorial  Medical  Center 
701  N.  First  Street 
Springfield,  IL  62781 


140148 


Hamamatsu/Queen’s  PET 
hnaging  Coiter 
1301  Punchbowl  Street 
Honolulu,  HI  96813 


Aurora  BayCare  Medical  Center  I  520193 
2845  Greenbrier  Road  I 

Green  Bay,  WI 54308  | 


Medical  Center  of  Plano 
3901  W.  15th  Street 
Plano,  TX  75002 


Carolinas  Medical  Center 
1000  Blythe  Boulevard 
Charlotte,  NC  28203 


340113 


Redwood  Regional  Medical 
Group  d.b.a.  Santa  Rosa 
Radiology 

121  Sotoyome  Street 
Santa  Rosa,  CA  95405 


Boone  Hospital  Center 
1600  East  Broadway 
Columbia,  MO  65201 


06/13/2006 


KC 


06/13/2006 


06/13/2006 


680344865 


06/13/2006  CA 


06/13/2006 


37008 
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37009 


Kentucky  Metabolic  Imaging 
2425  Regency  Road 
Suite  B 

Lexington,  KY  40503 


9366001 


Alliance  Ima^g-Tri  City  ; 

Medical  Center 
4002  Vista  Way 

Oceanside,  CA  92056  j 


Alliance  Imaging- Yavapai  | 

Del  Webb  Outpatient  Center  i 
Prescott  Valley,  AZ  86314 


Saint  Vincent’s  Comprdiensive  |  330290 

Cancer  Center 

325  West  15th  Street 

New  Yoik,OT  1001 1  ^ _ 


Alliance  Imaging-Southwest 

Medical  Imaging 

3104  Stockton  Hill  Road 

Kingman,  AR 

86401 


Alliance  Imaging-North  Idaho 
Imaging 

700  Ironwood  Drive 
Coeur  d’Alene,  ID  93814 


37010 
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Fpder§l  .BegistprO^oli.'  7il“N(Llll3  /  Manday^  Npe 


A!  i^^nri^iinaging-Verde  Valley  >  76103 
Medical  Center 
2C9  S.  Candy  Lane 

Con^ii^ooo,  AZ  86326 


Imaging-Union 
siospital  Cecil 
jl06  Bow  Street 
bk-n.MD  21821 


FMN008 


I  lAiii^ra  Medical  Center  Oshkosh  i  550198 
I  855  N.  Westhaven  Drive 

in^^b,^54904  : 

i  ISo-55^  t  GYN,  Oncology  PET  45542 
;  3210  Belfort  Road 
jjacksoimlle,  FL  32256 


;/13/2006i  AZ 


'13/2006  IN 


272376000  106/13/2006  !|FL  M#105 


106/13/2006  :  WI 


'6/13/2006  FL  i  Suite  130 


37bi2 
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Stockton  MRl  &  Molecular-' 
Imaging  Medical  Center 
2320  N.  California  Street,  #2 
Stockton,  CA  95219 


South  Texas  Cancer  Center 
2150  N.  Expressway  83 
Brownsville,  TX  78521 


14041756 


SouHiwcst  Cancer  Care  Medical  i  W4957B 

Group 

5395  Ruffin  Road 

S^Di^o.CA  92123  '  • 


Radiology  Associates  of  Venice  '  |y939 
Englewood,  PA 
512-516  S.  Nokomis  Avenue 
Venice,  FL  34285 


Langlade  Memorial  Hospital 

CJncology 

112  E.  5th  Avenue 

AnH^WI  54409 


RCOA  Imaging  Services 
305  South  5th  Street 
Enid,  OK  73701 


521350 


400522301 


North  Shore  Hematology  i  W04051 

Oncology  Associates,  PC  ' 

235  N.  Belle  Mead  Road 
East  Setauk^  NY  1 1 733  ! 


Providence  Holy  Cross  Imaging  TP  129 

Center 

26357  McBean  Parkway 

Suite  155 

Santa  Clarita,  CA  91355 


Alaska  Open  Imaging  Carter, 

LLC 

6911  DeBarrRoad 
Anchorage,  AK  99504 


K153149 


06/13/2006  OK 


06/13/2006 


06/13/2006 


06/13/2006 
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37013 


Temecula  Valley  Nuclear  1 

Medicine 

25485  Medical  Center  Drive 
Murrieta,  CA  92562 

mniiii 

06/13/2006* 

CA 

Suite  102 

Hematology  Oncology  Assoc,  of! 
the  Treasure  Coast  j 

1801  SE  Hillmoor  Drive 

Port  Saint  Lucie,  FL  34952 

40806 

! 

HI 

1 

Suite  B-107  (Mobile)  | 

1 

■  1 

The  Center  for  Cancer  and  ; 

r’l-od  Disorders 
c  -  v  W.  Magnolia  Avenue 
^ort  Worth,  TX  76104 

00L79L 

■ 

TX  i 

1 

j 

i 

1 

j 

1 1/ Imaging-South  Coast  * 

1  IM^^ical  Center 

1  2 1 872  Pacific  Coast  Highway  * 
i  Beach,  CA  92651 

™781B  ; 

1 

1 

! 

H 

CA 

1 

f 

i 

1 

;  ii2-  Medical  Center  at  Bowling  * 

180013  , : 

gym 

KY 

PET/CT  Center 

r250  Park  Street  ^ 

1 

iDcwICg  Green,  KY  42101 

.  .  . . . : 

1 _ : 

 .J 

.  _ _ _ _  _ 

{Johns  Hopkins  Bayview 

210029 

m 

|I  'c  jical  Center 

i 

i 

:  J:=r- r-r  Medicuie 

14940  Eastern  Avenue 

.  .  ; 

i 

ir-iH-ro,MD  21224 

Ur-i  vs  .  lly  of  Michigan, 
r : !  -  .4 '  r.t  of  Radiology  * 

1 500  E.  Medical  Center  Drive 
Ann  Arbor,  MI  48109 

A3CD’^5 

t 

m 

MI  ! 

i 

Box  0028,  B1H418  j 
UnivcioUy  Hospital  ; 

i 

— 

CaiiTiichael  Imaging,  LLC 

4147  Carmichael  Road 

36106 

31551742 

_ j 

06/13/2006! 

j 

! 

i . . 

AL 

i 

j  C 

lOiearfield  Hospital 
tSCP  Turnpike  Avenue 
[Clearfield,  PA  16830  ' 

390052 

1 

i 

1 

C6/1 3/2006! 

PA  ; 

I 

C-inical  Pet  of  Hernando 

1003  Mariner  Boulevard 

Hpdng  Hill,  FL  34609 

¥2683 

! 

i 

i 

i 

05/13/2006 

FL 

j 

: 

37014 
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39460 


Booth  Radiology  ’ 

105  Kings  Way 
W.  Hurffville-Crosskeys  Road 
Sewell,  NJ  08080 


Clinical  PET  of  Zepheihills 
38044  Daughtoy  Road 
Zcphyihills,FL  33542 


E7179B 


Radiology  &  Diagnostic 
Imaging 

2200  East  Parrish  Avenue 
Owensboro,  KY  42303 


Santa  Monica  Bay  Physicians  | 
12524  W.  Washington  ! 

Boulevard 

Los  Angeles,  CA  90066  j 


uri  Bs^tist  Medical  Center 
3023  N.  Balias  Road.  *  j 

SL  Louis,  MO  63141  '  | 


W14560 


Building  D 


06/13/2006 


Suite  150,  Building  D' 


I'Ai 


acific  Imaging'Oakland 
3200  Telegraph  Avenue 
Oakland,  CA  94609 


1265480099 


Medical  Group  of  North  County 
5395  Ruffin  Road,  #202 


KC 


1  Somerset  Community  Hospital  1 
j  225  South  Center  Avenue 

390039 

!  Somerset,  PA  15501 
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Eimbrook  Memorial  Hospital 
19333  W.  North  Avenue 
Bmokfield.  WI 53045 


Luis  Diagnostic  Medical 
Associates 

1100  Monterey  Street 
San  Luis  Obispo,  CA  93401 


Cancer  Care  Centers  of 
S.Texas,  PA  (New  Braunfels) 
1448  Common  Street 
New  Braunfels,  TX  78130 


520170 


W14221 


00U40Q 


00U40Q 


00U40Q 


Cancer  Care  Centers  of  ' 

STexas,  PA  (San  Antonio) 

8109  Fredericksburg  Road  | 

San  Antonio,  TX  78229  J 


Cancer  Care  Centers  of  ’  | 

S.Texas,  PA  (Kerrville)  i 

694  Hill  Coimtry  Drive 
Kerrville,  TX  78028  I 


San  Antonio  Molecular  Imaging  j  FTN025 
SAMI  '  I 

9102  Floyd  Curl  Drive 
San  Antonio,  TX  78240  i 


Pacific  Medical  Imaging  and 
Oncology  Center,  Inc. 

707  SouA  Garfield  Avenue 
Alhambra,  CA  91801 


Northern  IL  Cancer  Treatment 
Center 

327  IL  Route  2 
Dixon,  IL  61021 


Cancer  Care  Center 
2210  Green  Valley  Road 
New  Albany,  IN  471 50 


Northeast  Radiology 
3839  Danbury  Road 
Brewster,  NY  10509 


W19267 


210699 


243690 


1134118607 


37016 
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Alliance  Imaging-Downey 
Regional  Medical  Center 
1 1 500  Brookshire  Avenue 
Downey,  CA  90241 


Alliance  Imaging-Visalia 
Medical  Clinic 
5400  W.  Hillsdale  Drive 
Visalia,  CA  93291 


Alliance  Imaging- Anaheim 
Memorial  Medical  Center 
1 1 1 1  W.  La  Palma  Avenue 
Anaheim,  CA  92801 


Glendale  Diagnostic  Imaging 
Network  Medical  Office 
403  South  Glendale  Avenue 
Glendale,  CA  91205 


TG490 


Advanced  Imaging  at  Baybrook 
1 1  Murray  Street 
Glens  Falls,  NY  12801 


Elizabethtown  Hematology- 
Oncology  PLC 
1 107  Woodland  Drive 
Elizabethtown,  KY  42701 


orthem  Arizona  Radiology 
77  W.  Forest  Avenue 
Suite  101 

AZ  86001 


Suburban  Imaging- 
Coon  Rapids 
8990  Springbrook  Drive 
Suite  140  . 

Coon  Rapids,  MN  55433 


Covenant  Medical  Center 
200  East  Ridgeway  Avenue 
Waterloo,  lA  50702 


06/14/2006 


06/14/2006 


Anaheim  Memorial 
Medical  Center 


37018 
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1922074434  06/14/2006 !  MN  |  |ChAiU^.n  Building 


a  Oaks  Diagnostic  ■  TF 1 1 8 
Center 
j2 180  Lynn  Road 

q^,  CA  91360 

i  lli  -crVision  Advanced  Medical  i  167840 

I 

i  fe-5£:-Hg 

I  3801  Amelia  Avenue 


IN  47905 


jUT-M.  D.  Anderson  Cancer 

!Cc..:ci^PET  Facility 
I  1220  Holcombe  Boulevard 
i[Ho;  rV  raTX77030 


".r.jy  University  Hospital 
1364  OiftonRoad^NE 
Ai=-^GA  30322 


Glendale  MRI  Institute 
624  S.  Central  Avmue 
Glendale,  CA  91204 


iPrinoeton  Radiology 
9  Centre  Drive 
Jamesburg,  NJ  08831 


Caimnont  Imaging  Services 
620  Summit  Crossing  Place 
Gastonia,  NC  28054 


1450076 


mzem 


bo/14/2006  MCA 


05/14/2006  :|IN 


106/14/2006 


ACB  6th  Floor 


Rm.  E121  Nuclear 
Medicine/PET 


1C6/14/2006 1  Inc  1  106 


106/14/2006 


- FedUal  kei^ter  /  VoL  Ui;  'Nol  Juiie,  2jauIfibi'i^ik^ckL 


37020 
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St  Mary  Centralia  '  ; 

;  ICO  N.  Pleasant  Avenue 

62801  _ 

140034 

1 

J 

1 

m 

BL 

1 

j 

i 

'  f  Jorth  Texas  Regional  Cancer 

1  !  y.-ss.  f 

GG543K 

'  1 

06/14/2006! 

TX 

- - 1 

i 

\  1 

‘  5705  W.  15th  Street  I 

i  Flano,  TX  75075  i 

i 

1 

1 

i 

i 

!  !c  cr  --  a  Health  Svstem  1 

140116 

r 

06/14/2006 : 

IL  1 

iHHiHiHI 

t 

J 

s 

! 

1 

\ 

i 

i 

'  Boston  Diagnostic  Imaging 

1  398  East  Altamonte  Drive 
Altamonte  Springs,  FL  32701  - 

77022 

t 

.  \ 

_ i 

C6/14/2006i 

FL 

i 

i 

1 

i 

c: - ’ 

;  v/illiam  W.  Baclcus  Hospital 
:  326  Washington  Street 

||Horwfch,CT  06360 

7G024 

06/14/2006! 

CT  i 

1 

.  1 

. . . . . . J 

j  r-ISMS-Sparta,  IL  j 

1  4253  Argosy  Court 

1  53714 

20S196 

I 

06/14/2006 ' 

1 

m 

! 

i 

j  Hospital  &  Healthcare 

150006 

06/14/20061 

IN  : 

i 

i  1007  Lincolnway 

I  Laroi1e,IN46350 

> 

1 

1  Valley  Hospital 

1415  E.  Kincaid  Street 
'jMtVemoitWA  98273 

500003 

i 

06/14/2006 

WA  j 

- 

:  /Filir  -o  Imaging-Fairfield 

303  NW  1 1th  Street 

Mrfield,IL  62837 

213393 

_ 1 

06/14/2006: 

1 

BL  ; 

- :  I 

j 
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1  Anderson  Hospital  ! 

6800  State  Route  162 

Maryville,  IL  62062  ; 

212761  1 

f 

06/14/2006 

IL 

1 

1 

5 

Alliance  Imaging-Dean  1 

92170 

06/14/2006, 

WI 

t  ^  • 

1 

1313  Fish  Hatchery  Road 

1 

! 

! 

j 

;  Madison,  WI 53715'  ' 

. j 

_^.,J 

i 

,  _ i 

j 

i  Alliance  Imaging-Research 

9004263A  ' 

06/14/2006 

MO  ! 

■  ; 

1  23 16  E.  Meyer  Boulevard , 

;  Kansas  City,  MO  641 12 

• . . ! 

s 

1  Alliance  Imaging- 

9004263A 

06/14/2006 

MO 

; 

1  St.  Joseph 

\ 

i 

!  1000  Carondelet  Drive 

j 

i 

! 

i 

i 

1  Kansas  City,  MO  641 14 

_ I 

t 

_ 1 

1 

{ 

1  Beebe  Health  Campus,  d.b.a. . 

80007  i 

06/14/2006 

DE  ■ 

■  1 

!  Beebe  Medical  Center 

i 

\ 

\ 

! 

j 

i 

i 

i  18941JohnJ.  Williams  ’ 

i 

j 

■  j 

1 

!  Highway 

J 

1 

1 

1 

i  Rehobolh,  DE  19971 

1 

!  Medical  Outsourcing  Services,  t 

211223  j 

06/14/2006 

IL 

i 

1  LLC 

i 

1 

1  1200  Maple  Road 

j 

1 

1 

j 

I  Joliet,  IL  60432 

J 

_ j 

i 

i  Silver  Spring  Radiology 

FDX009 

06/14/2006 

MD 

STE  170 

!  10801  Lockwood  Drive 

• 

j  Silver  Spring,  MD  20901 

J 

i 

New  England  PET  of  Greater 

327080  i 

06/14/2006 

MA  ^ 

i  Lowell  1 

j 

, 

^  295  Vamum  Avenue  ! 

i 

j 

j  Lowcil,MA  01854  ; 

I  _ j 

1 

! 

-J 

!  Stanford  University 

50441 

06/14/2006 

CA 

900A  Blake  Wilbur  Drive 

f 

1 

Stanford,  CA  94305 

i 

_ 1 

1 

Medical  Outsourcing,  Services, 

211224  1 

06/14/2006 

IL 

1 

1 

;  LLC 

.  i 

! 

1 

i  3333  W.  DeYoung  Street 

1 

1 

1 

Marion,  IL  62959 

1 

_ 

37022 
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Medical  Outsourcing  Services,  I 

1700  Clinton  Street 

jMusVeson,  MI  49443 

230066  ! 

i 

06/14/2006  j 

MI  1 

j 

j 

.  i 

1 

\ 

1 

1 

Mf^dical  Outsourcing  Services,  i 
LLC  ' 

1001  Bellefontaine  Avenue 

OH  45807  I 

MEID02391  ! 

i 

i 

06/14/2006 

OH  I 

i 

_ j 

i 

I 

i  Golf  Diagnostic  Imaging  Center  ■ 

378810-  1 

06/14/2006! 

IL*  j 

1 

! 

1 96S0  Golf  Road  .  1 

'  * 

! 

i 

t 

j  D:s  Plaines,  IL  60016  ! 

_ _J 

. J 

_ _ _ _ _ _ _ _ „-C.,  ...  .  J 

j  Medical  Outsourcing  Services,  | 

i  T  T  r* 

211222  i 

06/14/2006: 

IL  1 

1 

!  2316  South  Ellis  Avenue 

I  Chicago,  IL  60616 

i  - - — — ■■  - — - — — 

;  Medical  Outsourcing  Services,  i 

i  -  _  _ 

i  1100  E.  Noms  Dnve 
i0t-aw8,IL  61350  _ _ 

211224 

06/14/2006 

IL  : 

i 

i 

_  i 

Medical  Outsourcing  Services,  ■ 

J  T 

211224 

06/14/2006! 

IL  ! 

i 

1 1 1  E.  Spring  Street 

j 

'  i 

i 

1 

! 

j 

[Sh^or^IL  61364  ; 

f 

j 

_ ^ _ 

1  Imaging  Center 

MAD10921 

06/14/2006! 

OH  1 

- 1 

Suite  A  j 

j  P36  S.  Trimble  Road 

ilMansndd,  OH  44906 

i 

1 

j 

j  McnhoUaii  Diagnostic 
i  Radiology 

'  ^(K)  East  66th  Street 

New  York,  NY  10021 

|W25211 

06/14/2006! 

i 

NY  ^ 

1 

. ] 

Riversid  3  Walter  Reed  Hospital 
7519  Hospital  Drive 

Gloucester,  VA  23061 

490130  j 

1 

_ _ f 

06/14/2006: 

VA 

1 

|Goou  Shepherd  Hospital 

140291 

06/14/2006 

IL 

j450  West  Highway  22 

jlioiiingiCrn,  IL  60010 

. . 
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Alliance  Imaging-Presbyterian  ^ 

TG281A 

06/14/2006; 

CA  ! 

Presbyterian  ! 

Interconun  Hospital 

■  i 

j 

Intercommunity 

12401  Washington  Boulevard 

1 

Hospital 

Whittier,  CA  90602 

J _ 1 

_ : 

j  Altru  Hospital 
j  1200  S.  Columbia  Road. 

350019 

06/14/2006 1 

1 

ND  i 

} 

!  [Grand  Forks,  ND  58201  i 

. J 

_ 1 

Mid  American  Imaging-Union  ’ 
Hospital 

659  Boulevard  Street 

ID00805 

06/14/2006! 

OH  1 

i 

I 

Dover,  OH  44622  *  i 

_  _ _ j 

! 

\ 

Gundersen  Clinic 

1900  South  Avenue 

34217 

06/14/20061 

WI 

i 

1 

i 

1 

•  1 

’  Lacrosse,  W1 54601 

. J 

! 

j  University  of  Minnesota 

1  Medical  Center,  Fairview  ^ 

C02390 

06/14/2006; 

MN'I 

} 

1  500  Harvard  Street,  SE 

Box  292 

i 

■ 

i 

Minne£qx>lis,  MN  55455 

f 

i 

The  Christ  Hospital 

360163 

06/14/2006} 

OH  i 

i 

2139  Auburn  Avenue  ! 

-  f 
1 

i 

Cincinnati,  OH  45219 

_ J 

i 

West  Michigan  Cancer  Center  I 
200  N.  Park  Street  j 

ON66660 

06/14/2006! 

1 

MI 

i 

1 

! 

1  Kalamazoo,  MI  49007  ■ 

L _ 

1  Cyrus  Diagnostic  Imaging,  Inc. 

1  165  Waymont  Court 

40586 

06/14/2006 

FL 

■  ■  '1 
( 

^  1 

\ 

!  Lake  Mary,  FL  32746 

Cancer  Centers  of  Florida 
i  1561  West  Fairbanks  Avenue 

K1833 

06/14/2006 

FL 

i 

‘  Winter  Park,  FL  32789 

37024 
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j  :j3=Sinai  Medical  Center 
dl  :r=Nail  PET  Center 
S7CHJ  Beverly  Boulevard 

CA  90048 _ 

C^~  cer  Centers  of  Florida 
52  West  Gore  Street 
Orin-  FL  32806 


:  Centers  of  Florida 
nil  Bladcwood  Avraue 
FL  34761 
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Central  Indiana  PET,  LLC 

8301  Harcourt  Road 

Suite  100  1 

Indianapolis,  IN  46260 

201930  , 

i 

\ 

1 

t 

Medical  Outsourcing  Services,  ! 
LLC 

812  North  Logan  Avenue  *  | 

Danville,  IL  61832 

1 - - — : - : - ^ — ’ 

211224 

r~ - - -  1 

1023011285 


56917A 


450222 


69-15  Austin  Street 
Forest  Hills,  NY  11375 


NYOH  PET/CT  Imaging 
43  New  Scotland  Avenue  I 

Albany,  NY  12208  ! 


Conroe  Regional  Medical  | 

Center 

504  Medical  Center  Boulevard  ; 
Conroe,  TX  77304  | 


ortheast  Georgia  Health 
System,  Inc. 

Northeast  Georgia  Medical 
Center; 

743  Spring  Street 
Gainesville,  GA  30501 


Texas  Oncology,  PA-Mckinney  i  00543K 
4510  Medical  Center  Drive 
Mckinney,  TX  75069 


06/14/2006! 


06/14/2006  IL 


37026 
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1  M^ical  Outsourcing  Services,  ■ 

1  LLC 

1  7150  Clearwater  Drive  \ 

223260 

j 

06/14/2006 

IN  : 

j 

1 

'  1 

•  S 

I 

!  Indi^mpolis,  IN  46256  j 

i 

i 

1 

] 

! 

. . . J 

1  Medical  Outsourcing  Services, 
j  LLC 

223260 

06/14/2006 

IN  j 

i 

1 

1 

j  1402  East  County  Line  Road 

•  i 

\ 

j 

1 

I  Indiana^lis,  IN  46227 

t 

_ ! 

.  ! 

!  Texas  Cancer  Center-Sherman  : 

1  28(K)  Highway  75  North 

00543K  ,  j 

06/14/2006; 

TX  j 

1 

{ [sbermsn,  TX  75090 

j 

1  Medical  Outsourcing  Services^  ! 
LLC 

i  120  Ralston  Avenue 

MEID02391 

06/14/2006 

OH  ! 

i 

! 

•  i 

j  Defiance,  OH  43512 

_ J 

_ I 

1  Medical  Outsourcing  Services, 
i  LLC 

211224 

06/14/2006 : 

- 1 

IL  1 

1 

i 

\ 

2400  N.  Rockton  Avenue 
Rockford,  IL  61103  j 

i 

j 

I 

1 

J 

Arlington  Cancer  Center  | 

906  W.Randol  Mill  Road 

00LK20  ! 

06/14/2006! 

TX 

i 

■ 

Arlington,  TX  76012 

j 

j 

1 

i 

Ji^iter  Medical  Center  j 

100253 

06/14/2006 1 

FL  1 

i 

2055  Military  Trail 

Jupiter,  FL  33458 

} 

i 

i 

Cheyenne  Radiology  Group  and 
i  MRI,  PC 

i  2003  Bluegrass  Circle 

W309142 

06/14/2006! 

WY 

j 

Cheyenne,  WY  82009 

Hunterdon  Imaging,  PA 

2100  Wescott  Drive 

MRI  Suite 

714119 

06/14/2006 

NJ 

Flemington,  NJ  08822 

- .  - 

\ 
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Medical  CXitsourcing  Services, 
LLC 

200  Berteau  Avenue 
Elmhurst,  IL  60126 


211223 


06/14/2006 


Magnolia  Regional  Center 
61 1  Alcorn  Drive 
Corinth,  MS  38834 


Monroe  Clinic 
515  22nd  Avenue 
Monroe,  WI 53566 


Jupiter  Hematology-Oncology 
Associates 

345  Jupiter  Lakes  Boulevard 
Jupiter,  FL  33458 


Southwest  Regional  Cancer 
Center 

901  West  38th  Street 
Austin,  TX  78705 


Positron  Imaging  Of  Austin 
6101  Balcones  Drive 
Austin,  TX  78731 


Sou^em  Ocean  County 
Hospital 

1140  Route  72  West 
Manahawkin,  NJ  08050 


I  .  - . 
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|Sr.;,4  Agnes  Medical  Center  i 

!  1 1 303  E.  Herndon  Avenue  \ 

i|FiT5no,CA  93720  | 

50093 

C6/14/2006 

CA 

J 

i 

j  Iccii' Physicians  Imaging 

9375001  i 

06/14/20061 

KY  1 

Suite  B  1 

1  |l00  Southland  Drive 

i 

1 

i 

ll 

. . i 

. . i 

. . 

'? TE  A  Medical  Center  | 

1386699353  i 

06/14/2006 1 

AR  i 

j 

i 

3024  Stadium  Boulevard 
, Jonesboro,  AR  72401 

1 

Noiu'5 -0  Medical  Imaging,  1 

1205894235 

! 

0-5/14/2006 

FfJ 

1 

i 

i  807  Northgate  Boulevard 
i  |1  Tew  ATI  .rjiy,  IN  47 1 50 

i 

1 

( 

1 

! _ 

i 

1 

i| 

'  jl  :!!  Memorial  Hospital 
;  |2^01  University  Avenue  i 

IN  47303  __ 

150089 

I 

06/14/20061 

1 

i 

IN 

J 

jTli '  MRJ  Center 

I35OG74 

OH  I 

Flower  Hospital  ' 

j5200  Harroun  Road  i 

OH  43560  _ i 

1 . 1 

1 

1 

1  . 

« jwt.  Joseph  Regional  Health 

450011 

Oc/14/2006 

‘TiC  ‘ 

1  1 

1  [center 

iioOl  Franciscan  Drive  • 

77802 

1  .  . .  J 

i 

1 

1 

-  -J 

4 

1 

jSteinberg  Diagnostic  (SDMI) 

\7CHCC 

mmm 

NV  ; 

i  j 

ji850  Siena  Heights  . 

[Henderson,  NV  89052  _J 

Enrl-Ari  Bay  Medical  Center 

310039 

Njr" 

1  Hospital  Plaza  | 

1  OW  Bridge,  NJ  08857 

_ 

j  KIRI  Center-St.  Anne  Mercy 

1  Hospital 

1  3104  W.  Sylvania  Avenue 
i  Toledo,  OH  43623 

3602*42 

06/14/2006 

_ 

OH 

* 

. 

. - . . . . i 

Federar  Re^ster’/Vol. '/'5*  No.  >123 /  Monday;  June  Nttttees" 


360090 


3*60112 


McAlester  Regional  Health 

CciiScr 

One  Clark  Bass  Boulevard 
OK  74501 

Express  Imaging  Center,  Ltd. 
1987  West  Fourth  Street 

Mansfidd,  OH  44906 


370034 


Mercy  Regional  Medical  Center 
375  East  Park  Avenue 

Durango,  CO  81301  _ 


Texas  Oncology-Longview 
Caneer  Center  PET 
1300  N.  Fourth  Street 
Longviews,  TX  75601 


UNC  Hospitals 
101  Manning  Drive 
Chapel  Hill,  NC  27514 


00135E 


3400610 


06/14/2006  PH 


06/14/2006  PH 


06/14/2006 


06/14/2006 


3702^1 


PET  Department. 

Basement  W/C 

Hospital 


Federal  KeyiiilerV  Vpl..  75.-  a:'ia!8/toi«a 


W4921 


j|DcKaib  Medical  Center-  f  1 10076 

I  Diagnr.siic  Imaging  Center  | 

*  2701  North  Decatur  Road  i 

i|I^ftkir,GA  30033  j 

I  ^ng  Island  Pet  Imaging  j  W4921 

6  Ohio  Drive  ; 

r^Vc  Succ^s,  NY  11042  J 

Vanderbilt  University  Medical  3284867 

•  CenJer 

1 161  21st  Avenue  South 
N^hville,  TN  37232 

Medical  Outsourcing  Services,  .  Fa  11 224^ 

.  LLC 

1 800  E,  Lakeshore  Drive  j 

.^xari^IL  62521 _  : 

New  York  PET  and  CTA  1083(So( 

Iniag-I r,g  Center 

7404  5th  Avenue  I 

I  NY  1 1209  _ I 

,  Mercy  Medical.  Center-North  '  160064 

!  iowa 

;  1000  4th  Street  SW 

lMn^iiCiiy,IA  50401  .  . 

■  L^wrerice  and  Memorial  [tOOOT 

;  Hospital 

365  Motauk  Avenue 
New  London,  CT  06320 

jSupenor  Medical  Diagnostics  11,  (6342^ 


587940 


06/14/2006^  |qA^  r 


}06/ 14/2006 ;  InY.  i  isuite  101 


06/14/2006  TN  |  j&jlldiRg  125T 

j  Irrb 


Q6/1 4/2006  [iL 


1 083680003  1 106/14/200^  |ny~ 


Jl _ 

^[i6oo5r 


70007 


io^i4/5oo^  [Ia 


106/14/2006 !  El 


06/14/2006  InJ 


|235  Franklin  Avenue 
JNiiSlcy,  NJ  07110 

j  Oricology  Specialists,  S.C. 
j  7900  N.  Milwaukee  Avenue 
J  Niles,  IL  60714 


|06/1 4/2006  IL  ISuite  16 
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Hahnemann  University  Hospital 
Broad  &  Vine,  MS300 
Philadelphia,  PA  19102 


Medical  Outsourcing  Services, 
LLC 

500  West  Court  Street 
Kankakee,  EL  60901 


211224 


Forsyth  Medical  Center 
3333  Silas  Creek  Parkway 
Winston  Salem,  NC  27103 


3400014 


Medical  Outsourcing  Services, 
LLC 

500  John  Deere  Road 
Moline,  IL  61265 


Medical  Outsourcing  Services, 
LLC 

836  W.  Wellington  Avenue 
Chicago,  IL  60657 


Medical  Outsourcing  Services, 
LLC 

1600  West  Walnut 
Jacksonville,  IL  62650 


Medical  Outsourcing  Services, 
LLC 

1600  23rd  Street 
Bedford,  IN  47471 


Medical  Outsourcing  Services, 
LLC 

1 500  North  Ritter  Avenue 
Indianapolis,  IN  46219 


211224 


211222 


211224 


223260 


:  223260 


06/14/2006 


06/14/2006 


Suite  110 


37032 
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Texas  Oncology-South  Texas 
Cancer  Center 
2121  Pease  Street 
Suite  101 

Harlingen,  TX  78550 


14041756 


Valley  Radiologists,  Ltd.-Paseo 
n  Office 

5605  W.  Eugie  Avenue 
Suite  110 

Glendale,  AZ  85304 


Good  Samaritan  Hospital 
400  15th  Avenue  SE 
Puyallup,  WA  98372 


St.  John's  Mercy  Hospital 
851  5th  Street 
Washington,  MO  63090 


Memorial  Hermann  The 
Woodlands  OPID 
9200  Pinecroft  Drive 
Suite  100 

le  Woodlands,  TX  77380 


St.  Luke's  Hospital 

232  South  Woixl's  Mill  Road 

Chesterfield,  MO  63017 


Lake  Vista  Cancer  Center 
2790  Lake  Vista  Drive 
Lewisville,  TX  75067 


Palms  Imaging  Medical  Group, 
Inc. 

1901  Outlet  Center  Drive 
Oxnard,  CA  93036 


37034 
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jAISiAjie  Imaging-West 
AnahdiTi  Medical  Center  | 

3033  W.  Orange  Avenue  | 

And  92804 _ | 


j  j Winthrop  PET  Imaging  Center  1 13301 67 
1 1222  Station  Plaza  North  !  j 

hsuitsi4o  ;| 

NY  11501 


I  Grc-3Bviiie  Hospital  System  | 
;  Umvurdty  Medical  Center 
i  701  Grove  Road 

I  iGrccuvillc,  SC  29605 


High  Field  Open  MRI 
1895  Jefferson  Road 


07/14/2006 


PA  15357 


PET/CT  Center  at  St.  Anthonys 

roB 

1201  5th  Avenue  North 

Si  ret^.  jBu.g/FL  33705  _ 

Texas  Oncology-Deke  Slayton 
CaEccr  Center 
jSOl  Medical  Center 
kvebster,  TX  77598  . 


Invisic-n  North  Florida 

I 

OutftTdv  r  t  Imaging  Center 
6605  NW  9th  Boulevard 
FL  32609 


Memorial  Hospital  of  Union 

Oosiiity 

500  Lxindon  Avenue 

KT3iy3vi**5,  OH  43040 

iTexas  Oncology/South  Texas 
Center-McAllen 
jl901  S.  2nd  Street 
McAllen,  TX  78503 


E<639 


1 1360092 


00H39J 


07/14/2006! 


07/14/2006 
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Baylor  Medical  Center  at  Irving  | 
1901  North  MacAithur 

Boulevard  j 

Irving,  TO  75061  : 


Providence  Paric  Hospital  i 

47601  Grand  River  Avenue  * 

Novi, MI48374  _  j 


Texas  Oncology-Abilene  I 

1957  Antilley  Road  '  i. 

AMlene,  TX  79606  | 


St.  Anthony  Hospital  ! 

1000  North  Lee  Street  I 

Oklahoma  City,  OK  73101  j 


Rice  Memorial  Hospital  *  j 

301  Becker  Avraue  SW  I 

Willmar,  MN  56201  ’  i 


LDS  Hospital  Nuclear  Medicine  I 
8th  Avenue  &  C  Street  i 

^  Lake  City,  UT  84143  | 


RMG  First  &  Laurel  Imaging  j 

Center  i 

2466  First  Avenue 

Sai^Dicgo,  CA  92101  ' 


RMG  Gardenview  Imaging 

Center 

1200  Gardenview  Road 

EncinitaSj  CA  92024  ’ 


Decatur  County  Memorial 
Hospital 

720  North  Lincoln  Street 

Greensburg,  IN  47240 


Midland  Imaging  Center 
5001  Andrews  Hi^way 
Midland,  TO  79703 


'50079'  . 


140414748 


370037 


240088 


460010 


W14057  • 


W14057F 


150062 


00U75H 


37036 
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Advanced  Imaging,  LLC 

3433  NW  56th  C-10 
j  Oklahoma  City,  OK  73112 

400522379  | 

1 

07/14/20061 

j 

OK  j 

i 

_ _ _ I 

;  University  of  Iowa  Hospitals  i 

I  and  Clinics 
j  200  Hawkins  Drive 
'  Iowa  City,  lA  52242 

160058 

i 

07/14/2006 

1 

lA  : 

j 

j  AZ  Oncology  Associates  | 

25291 

07/14/2006: 

AZ  1 

Suite  110  1 

i  PET/CT  &  CT  Imaging  Center 

1  2070  W.Rudasill  Road 
j  Tucson,  AZ  85704 

i 

! 

•J 

> 

1 

! 

i  Medical  Diagnostic  Imaging 

EEN841  •  . 

07/14/2006! 

NY  j 

i 

1  14  Raymond  Avenue 

:  Poughkeepsie,  NY  12603 

1 

! 

1 

J 

! 

■ 

_ j 

I - ; 

i  Shore  Memorial  Hospital 

540560500 

07/14/2006: 

VA 

1 

i  10085  William  F.  Bemait  Circle 

1  N.assawadox,  VA  23413 

_J 

’  i 

1 

■  ■■■■  ■  . . .  - 

j  Deaconess  Hospital 

150082 

07/14/2006: 

IN 

1 

1  600  Mary  Street 

I  Evansville,  IN  47747 

1 

.  .  -  _J 

i 

i 

i 

_ _ _  j 

j  Great  Neck  Imaging,  PC 

1487646311 

07/14/2006: 

NY  , 

- ! 

t 

1  907  Northern  Boulevard 
(Great  Neck,  NY  11021 

! 

! 

_ I 

i 

j 

.  j 

iFMH  Rose  Hill 

KP72 

07/14/2006; 

MD  1 

1 

i 

:  1 562  Opossumtown  Pike 
[Frederick,  MD  21702  _ j 

I 

i 

! 

i 

. . 1 

i  OakwcKid  Annapolis  Hospital 

230142  i 

07/14/2006; 

MI 

j 

33155  Annapolis  Road 
:lWa>'ne,  Ml  48184  _ ^ 

i 

! 

.  _ 1 

• 

. . ! 

The  Regional  Cancer  Center  i 

140052 

07/14/2006 

PA 

2500  West  12th  Street 

Erie,  PA  16505 

i 

j 

J 

1  j - ■ - 

!  Meritcare  Hospital 

801  North  Broadway 

Fargo,  ND  58122 

350011 

07/14/2006 

ND 

. 

1 

1 

i 

1 

_ _ ! 
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3^037^ 


Community  Hospitals  and 
Wellness  Centers 
433  W.  High  Street 
Btyan,  OH  43506 


Sacred  Heart  Hospital 
900  W.  Clairemont  Avenue 
Eau  Claire,  WI 54701 


360121 


520013 


Via  Radiology-Meridian  8859612 

Pavilion 

11011  Meridian  Avenue  North 
#101 

Seattle,  WA9^3_ _ ; 

Medical  Outsourcing  Services,  '  223260 
LLC  .  ; ' 

2200  Market  Street 
Charlestown,  IN  471 11’  J 


Allegheny  General  Hospital  | 
320  East  North  Avenue 
PJttsburgh,  PA  15232 


T  exas  Oncology- 1 2  th  Avenue  ! 

1001  W.  12th  Avenue 

^rt  Worth,  TX  76104 _  1 


Southwest  Fort  Worth  Cancer 
Center 

6500  Harris  Parkway 
Fort  Worth,  TX  76132 


St.  Rita's  Medical  Center 

730  W.  Market  Street 

Lima,  OH  45801  _ j 


New  Mexico  Oncology 
Hematology  Consultants,  Ltd. 
4901  Lang  Avenue  NE 
Albuquerque,  NM  87109 


Emory  Eastside  Medical  Center  110192 
545  Old  Norcross  Road 
Lawrenccville,  GA  30045 


07/14/2006 


Division  of  Nuclear 
Medicine 


_ _ _  ...  F(pdei:al.,kegisler/Vui,  75.!  No.''X23  4MQkKiay^  June  2^,  iold/l^oflcei 
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37039 


M^orial  Hermann  Memorial 
City  OPID 
925  Gessner  Road 
Houston,  TX  77024 


Clifton  Springs  Hospital  and 
Clinic 

2  Coulter  Road 
Clifton  Springs,  NY  14432 


Monongalia  General  Hospital 
1200  J.  D.  Anderson  Drive 
Morgantown,  WV  26505 


Providence  Portland  Medical 
Center 

4805  NE  Glisan  Street 
Portiand,  OR  97213 


Hi^ifield  Open  MRI,  In6. 
995  GreenTree  Road 
Pittsburgh,  PA  15220 


Providence  St.  Vincent  Medical 
Center 

9205  SW  Barnes  Road 
Portland,  OR  97225 


Conway  Regional  Imaging 
Center 

2120  Robinson  Avenue 
Conway,  AR  72034 


Martin  Memorial  Medical 
Center 

300  Hospital  Avenue 
Stuart,  FL  34994 


Northwest  Medical  Foundation 
of  Tillamook 
1000  Third  Street 
Till^ool^  OR  97141 


O’Connor  Hospital 
2105  Forest  Avenue 
San  Jose,  CA  95128-1471 


37040 
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K4idtown  Imaging,  LLC- 
Wellington 

440  N.  State  Road  7 

E9133  1 

1 

j 

07/14/20061 

FL  j 

j 

1 

■ 

!  Wellington,  FL  33411 

f 

.  _  J 

1 

. . ^ 

i 

i 

.  _ _ J 

I 

!  Midtown  Imaging,  LLC- Jupiter  | 
345  Jupiter  Lakes  Boulevard 

E9133  ' 

i 

07/14/2006; 

FL 

Suite  100  j 

Jiqiiter,  FL  33458 

.  __J 

..  J 

1 

MMI/Mid  Coast  Hospital 

51  US  Route  1 

327079 

07/14/2006! 

ME  ] 

i 

Suite  O  1 

1 

Scaiborougli,  ME  04074 

i 

j 

Molecular  Imaging  Institute 

5349  Commerce  Boulevard 

192870 

07/14/2006! 

IN 

! 

1 

■  1 

1  Crown  Point,  IN  46307 

... 

i 

1 

J 

j - j 

{  RCOA  Imaging  Services 

1  11937  US  Highway  271 

FTN022 

o 

1— 

TX  1 

1 

1 

j 

Tyler,  TX  75708  | 

1 

_ _ _ _ _ j 

MMl/Maine  Medical  Center  ' 
51  US  Route  1 

327079 

07/14/2006 1 

ME  j 

i 

Suite  O  1 

1 

Scarborough,  ME  4074 

Radiology,  Ltd. 

4640  East  Camp  Lowell  Drive 

WCBBM 

07/14/2006! 

i 

AZ  I 

i 

■  ■■,■111  _  1 

i 

i 

1  Tucson,  AZ  85712 

.  -1 

_ j 

i 

j 

Intermed  Oncology  Associates,  I 
S.C. 

610860 

07/14/2006; 

IL  1 

i 

- - !' 

i 

j  6701  159th  Street 

. ; 

i 

i 

I 

i  Tinley  Park,  IL  60477 

; 

j 

i 

r  . . ■  .M.  ■  ■  ■  ■ 

!  Lakes  Radiology 

450  Canisteo  Street 

1710937727 

07/14/2006: 

NY  1 

Homell,  NY  14843 

i 

Opelousas  PET/CT  Imaging 
Center 

5DA1 1 

07/14/2006 

LA 

3975 1-49  South  Service  Road 
'  Suite  100 

Opelousas,  LA  70570  * 
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Florida  Cancer  Institute-BRK  1427017326  •  '  08/07/2006  FL 

7154  Medical  Center  Drive  i  I 

Spring  Hill,  FL  34608 


Capital  Health  System 
'*.16  Belleview  Avenue 
Trenton,  NJ  0861 8 


!  310044 


I  3i  Joseph's  Hospital 
I  3200  Pleasant  Valley  Road 
;  West  Bend,  WI  53095 


WBH241 


■20063 


101024 


0S/C7/2006  NY 


!  08/07/2006 


r I  ovidence  Imaging  Center  2085R0202X  t  08/07/2006 

3340  Providence  Drive 

99508  :  :  ‘ 


Tool -“sivi  Radiology  Associates,  1 199726 

!  FC  ' 

I  1277  Portland  Avenue 

i!loch:Wr,  NY  14621 

;  iMelboume  Internal  Medicine  77167 

1132  South  Hickory  Street  i 

Melbourne,  FL  32901  _ ; _ 

Ilighline  Imaging,  LLC  ! 

275  SW  160th  Street  .  j 

I  WA  98166  I 


8801784 


DS/C7/2006 


03/07/2006 


03/07/2006  iWA 


i  yler  PET 

415  South  Fleishel  Avenue 
Tyier,  TX  75702 _ 


l  City  Medical  Center 
340  NW  Commerce  Drive 
L4^k-City,FL  32055 


752131429 


08/07/2006 


37042 
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Olrthe  Medical  Center 
120333  W.  151st  Street 
iloiathe,KS  66061  _ _ 

3t.  Joseph  Hospital 
1 140  West  La  Veta  Avenue 

CA  92868 _ ; _ 

i  D?' list  Health  Medical  Center 
I  9601  1630,  Exit  7 
!  y‘:*^Rock,  AR 
;  72205-7299 _ _ 


t=i*inda  Cancer  Specialists 
!3840  Broadway 
ortMy--s,FL  33901 


CA  I  2rid  Floor  Nuclear 
I  Medicine 


5/07/20061 


[1225064520  00/07/2006 ,  IFL 


f  acca  PET  Imaging  *  i37572 

5210  Belfort  Road  ! 

Siilto  130  ’  I 

Jacksonville,  FL  32256  | 

[National  PET  Scan  Palm  Beach,  i  [1164452405 


161 10  Jog  Road  ! 

Beach,  FL  33484  _ 


Memphis  Regional  PET  12957191 10 
Ssr.3-V,g  Center,  LLC 
1388  Madison  Avenue 

iLfeTpis.TN  38104  ,  _ 

Johnston  Memorial  Hospital  490053 
351  Court  Street  NE 

Abinry^n^VA  24210  ! 


Lip-iOX  Hill  Hospital 
100  East  77th  Street 
New  York,  NY  10021 

Mercy  Medical  Center 
411  Laurel  Street 
Suite  2310 

Dos  Moines,  lA  50314 


131624070 


72006 


08/07/20061 


l-'.N- 


37044 
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37045 


1  '  — . . . . . .  . — - - ! 

Alliance  Imaging-Los  Alamitos  j 

Med  Center 

3751  Katella  Avenue 

Los  Alamitos,  CA  90720 

TDbi7  .  ; 

-  ! 

1 

.  -j 

08/08/2006 

•  j 

t 

1 

CA  ; 

i 

f 

j 

NYU  Clinical  Cancer  Center,  ' 

W1L361  i 

08/08/2006 

NY  j 

2nd  Floor  i 

Diagnostic  Imaging 

160  E.  34th  Street 
[New  York,  NY  10016 

1 

1 

i 

t 

i 

1 

1  Margaret  Mary  Community 

151329 

08/08/2006 

IN  1 

! 

1  Hospital 

1  321  Mitchell  Avenue 
;  Batesville,  IN  47006 

j 

. . 1 

! 

! 

i 

t 

1 

1  Quantum  PET- Apple  Hill 

40635 

08/08/2006  i 

PA 

{ 

1  37  Monument  Road 
!  [York,  PA  17403 

1 

_  ..  -J 

.  J 

,  'J 

i 

j  Memorial  Hospital  ’  ‘ 

450508  1 

08/08/2006 

TX  ; 

j 

1  1204  N.  Mound  Street 

i  Nacogdoches,  TX  75961 

•  ^  1 

f 

t 

_ 1 

1 

! 

{ 

BMH-DeSoto 

250141  j 

08/08/2006 

MS 

;  7601  Southcrest  Parkway 
:  Southaven,  MS  38671 

i 

i 

\ 

Riverside  Medical  Center 

140186 

08/08/2006 

IL 

Riverside  Medical  i 

300  Bourbonnais  Campus 
Bourbonnais,  IL  60914 

_ 1 

Center  ■ 

xi\ 
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UCSD  Center  for  Molecular  ' 

Imaging 

11388  Sorrento  Valley  Road 

Suite  100 

San  Diego,  C A  92121 

TG302 :  ‘ 

i 

i 

. j 

08/08/2006 

CA 

i 

Imagng  Partners  at  Valley,  LLC 
400  South  43rd  Street 

AB38657 

08/08/2006 : 

WA  i 

■  ...  -  ^  . . 

Olympic  Building  | 

i|Renton,WA98055 

J 

_ 1 

El  Paso  Cancer  Treatment 

C^ter 

!  7848  Gateway  East  Boulevard 

00543K  .  i 

08/08/20061 

TX  1 

1 

i  El  Paso,  TX  79915 

i 

1  Desert  Radiologists 

1  3930  S.  Eastern  Avenue 

VWCCBT 

i 

08/08/2006 

NV  j 

. 

Las  Vegas,  NV  891 19 

1 

i 

1  Saint  Joseph  Hospital  i 

I  2900  North  Lake  Shore  Drive 

140224 

08/08/2006! 

IL  1 

;  Chicago,  IL  60068 

1 

Midstate  Medical  Center  j 

435  Lewis  Avenue 

60646715  i 

08/08/2006! 

VT  ! 

1 

j 

jMeriden,CT  06451  | 

i 

J 

J 

_ _ ! 

i  Bixxflcville  Hospital 

1  100  Hospital  Road 

391312  i 

08/08/2006! 

j 

PA  1 

i 

Brookville,  PA  15825  | 

_ _ _ J 

_ _ i 

_ 1 

Suntree  Diagnostic  Center  | 

6300  N.  Widdiam  Road 

Suite  101 

701  •; 

08/08/2006  i 

FL  I 

j 

Melbourne,  FL  32940 

i 

_  J 

1 

1  Virginia  Mason  Medical  Center  | 

I  1100  Ninth  Avenue 

500005 

08/08/2006 

WA 

j 

i 

!|Seatt!e,WA  98101  1 

i 
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Van  Wert  County  Hospital 
1250  South  Washington  Street 
Vmi  Wert,  OH  45891  _ ^ 


Manhasset  Diagnostic  Imaging,  W 14841 

PC 

1350  Northern  Boulevard 
2nd  Floor 

Maimasset,  NY  1 1 030 


Southern  New  Mexico  Cancer 
Center 

1 50  Road  Runner  Parkway  | 
Las  Cruces,  NM  8801 1  _J 


Davis  Memorial  Hospital 
Gorman  Avenue  and  Reed 
Street 

EikiiB,  WV  26241  ,  i 


Advocate  Good  Samaritan 
Hospital  i 

3815  Highland  Avenue 
Downers  Grove,  IL  605 15  _ I 


Benefis  Healthcare 
1 101  26th  Street  South 
Gr^  Falls,  MT  59405 


Fort  Walton  Beach  Medical 
Center 

1032  Mar  Walt  Drive 
Fort  Walton  Beach,  FL  32547 


Blessing  Hospital 

PO  Box  #7005  j 

Quincy,  IL  62305  _ j 


Alliance  Imaging- Allen  County  .  130656 
Hospital  I 

101  South  1st  Street  * 

lola,  KS  53808  j 


37048 
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jF1’"rT-.q  Cancer  Institute-NPR  i  1427017326 
j8763  River  Crossing  Boulevard  ; 

Import  Rieliiy,  FL  34655  _ _ 


08/08/20061  FL  jj 
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Florida  Cancer  Specialists-Port  t  1225064520 
Chailotte  | 

22395  Edgewater  Drive  I 

Port  Charlotte,  FL  33980  1 


Florida  Cancer  Specialists- 
Venice 

|901  South  Tamiami  Trail 
[Venice,  FL  34285  _ 


Florida  Cancer  Specialists- 

Bradetiion 

6001  21st  Avenue  West 

Bradsnion,  FL  34209 

Nebraska  Methodist  Hospital 
8303  Dodge  Street 

Ojr.aha,NE  68114 _ 

PET/CT  Center  of  Richardson 
399  Melrose  Drive 

Richardson,  TX  75080 _ ■ 


Molecular  Imaging  at  Sequoia 
Imaging  Center 
4949  W.  Cypress  Avenue 
Visalia,  CA  93277 _ 


Ccntial  Jersey  Radiologists 
2128  Kings  Highway 

Oakhrifst,  NJ  07755 _ 

Cla.xion-Hepbum  Medical 

Center 

214  King  Street 

Ogdcnd>iirg,  NY  1 3669 

Memorial  Hermann  Southeast 
1 1 800  Astoria  Boulevard 
Houston,  TX  77089 


1225064520 


1225064520 


1740207539 


527995- 


330211 


741152597 


08/08/2006 1 

I 

1 


08/08/2006 


08/08/2006 


08/08/2006 


37050 
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NSMS-Pine  Bluff,  AR 

5fl68 

08/08/2006! 

WI  1 

.  1 

4253  Argosy  Court 

1 

i 

i 

i 

Madison,  WI 53714  i 

_ J 

_ i 

j] 

Yuma  Re^onal  Medical  Center  | 

866007596 

08/08/2006 1 

AZ 

2400  S.  Avenue  A 

• 

Yuma,  AZ  85364  1 

J 

Carle  Clinic  ! 

371188284  ! 

08/08/20061 

IL  1 

i 

1702  S.  Mattis  Avenue  i 

' 

i 

1 

|{ 

Champagne,  IL  61820 

_  _  J 

_J 

I] 

North  Shore-LU  Center  for  j 

330106  ! 

08/08/20061 

NY 

North  Shore-LU  1 1 

Advanced  Medicine 

! 

1 

Center  for  Advanced  \\ 

450  Lakeville  Road 

1 

-  I 

Medicine  Diagnostic  \  \ 

Lake  Success,  NY  1 1042  | 

f 

.  _ J 

1 

1 

Imaging  Center  1 

McAlesto*  Diagnostic  Imaging  ! 

1760411540 

08/08/2006 1 

OK  j 

Suite  100  ! 

10  Soudi  Third  Street 

i 

! 

1 

McAlester,  OK  74501  j 

_ _ . _ 1 

j 

j 

California  Imaging  Institute 

ZZZ03565Z 

08/08/2006  1 

CA  ! 

1 

1867  E.  Fir  Avenue 

i 

i 

Fresno,  CA  93720 

i 

. j 

•  i 

Bon  Secours  Memorial  Regional 

541744931 

08/08/2006  j 

VA 

! 

Medical  Center 

8260  Atlee  Road 

Mechanicsville,  VA  23116 

. j 

University  of  Maryland  Medical 

210002 

08/08/2006  1 

MD 

Division  of  Nuclear  ( 

Center 

1 

Medicine 

22  S.  Greene  Street  Gudelksy 

2nd  Flow 

' 

Baltimore,  MD  21201 

Bixby  Medical  Center 

230005 

08/08/2006  i 

MI 

818  Riverside  Avenue 

f 

Adrian,  MI  49221 
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Kem  Radiology  Medical  Group 
2301  Bahamas  Drive  ! 

1720023997.  j 

i 

08/08/2006 

CA 

<i  ■  ■-  ...  ■:  ...  ■  1 

Bakersfield,  CA  93309  j 

_  1 

: 

Bon  Secours  St.  Francis  Medical ; 

311716973 

08/08/2006 

VA  ' 

Center  | 

1 37 1 0  St.  Francis  Boulevard 

j 

i 

i 

! 

Midlothian,  VA  231 14  ’ 

. ,.,J 

MMI/Malne  General  Waterville 

51  US  Route  1 

327079  s 

) 

08/08/2006 

ME  1 

Suite  O  I 

Scaibc*rough,  ME  04074  j 

] 

1 

Mouiii  Adams  Imaging  C^ter  ' 
391 1  Castlevale  Road 

8857843 

08/08/2006 

WA  1 

Yakimaw,  WA  98902  J 

j 

Carifion  Roanoke  Memorial 

490024 

03/08/2006 

VA 

Hospital 

2001  Crystal  Spring  Avenue 
RcanoH  VA  24014 

i 

1 

i  Seton  Medical  Center,  Nuclear 

1  Medicine  Dept.  | 

^  1900  Sullivan  Avenue  ^ 

1  Daly  City,  C  A 

50289 

i 

i 

i 

08/08/2006  j 

i 

'  1 

i 

CA  ; 

■ 

194015-2229 

_ • 

_ 

i 

i  Arnett  Imaging  Center 

224390  ! 

08/08/2006 

IN 

1 2403  Loy  Drive 

Lafayette,  IN  47909  ^ 

\ 

. 

i  Advaflcod  Diagnostic  Imaging, 

PC 

639970 

08/08/2006 

IN 

1 1 120  Professional  Boulevard 

1  Evansville,  IN  47630 

■ 

. .  — .  ...  . . . ■ 

;  Queen  of  Peace  Hospital 
'  301  Second  Street  NE 

241361 

08/08/2006 

MN 

New  Prague,  MN  56071 

37052 
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Agnesian  Health  Care 
430  E.  Division  Street 
^nddu^,  WI 54935 


ACMH  Hospital 
One  Nolte  Drive 
Kittanning,  PA  16201 


ilshire  Oncology  Medical 
Group,  Inc. 

1280  Corona  Pointe  Court 
Corona,  CA  92879 


United  Radiology-Laurel 
14201  Laurel  Park  Drive 
Laurel,  MD  20707 


Bay  Area  Medical  Center 
3100  Shore  Drive 
Marinette,  WI  54143 


Penn  State  Milton  S. 
Hershey  Medical  Center 
500  University  Drive 
erehi^,  PA,  17033 


Ita  St.  Joseph's  MRI,  LLC 
1617  N.  California  Street 
Stockton,  CA  95204 


United  Radiology:  Bowie 
16701  Melford  Boulevard 
^wie,  M©  20715 


nited  Radiology  Gaithersburg 
702  Russell  Avenue 
Gaithersburg,  MD  20877 


08/08/2006 


,2.01558E+11 


251854772 


Suite  112 


Suite  208 


Suites  lA  and  IB 


2.01558E+11  08/08/2006 
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lUnited  Radiology  Olney 

1 8120  Hillcrest  Drive 

2.01558E+11 

* 

08/08/2006 

MD 

Suite  A 

^joiney,  MD  20832  1 

_ j 

IFCS/Axcess  Diagnosis/Sarasota 
600  N.  Cattleman  Road  I 

1225064520  | 

08/08/2006 

FL  s 

!|Sarasota,  FL  34232  i 

,  _ _ ; 

|NSMS-Greenville,IL  . 

1 4253  Argosy  Court 

208196  , 

08/08/2006 

WI  1 

1  Madison,  WI  53714  . 

1  FCS/Axcess  Diagnosis/Venice 

1 842  Sunset  Lake  Boulevard 

1225064520  , 

i 

08/08/2006  . 

FL  1 

Suite  #301  1 

iyeniw,FL  34292* 

i 

;  Leading  Edge  Radiation 

8715  5th'Avenue 

WEMlll 

j 

09/05/2006 

NY 

i 

1  Brooklyn,  NY  1 1 209 

i 

_ __j 

I  Rena  Tarbet  Cancer  Center 

oow753 

09/05/2006 

TX 

1 4201  Medical  Center  Drive 
;  Suite  180 

■ 

;i^Kinney,TX  75069 

McLaughlin  &  Marte,  M.D,  LLP 
3850  Tampa  Road 

Suite  202 

1003862079 

09/05/2006 

FL 

Palm  Harbor,  FL  34684 

.  ...  ,  .. 

BryanLGH  Medical  Center 

2300  South  16th  Street 

Lincoln,  NE  68502 

280003 

09/05/2006 

i 

NE 

37054 
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1  rf-3nold  MR  Associates 
691  West  Main  Street 
Freehol^NJ  07728 


Nc^ii  Skemp  Healthcare 
5700  West  Avenue  South 


1520004 


Teton  Radiology 

2001  S.  Woodruff 

Suite  17 

}*ia'no  Falls,  ID  83404 

; 1371462 

:  rcr  Allen  Health  Care 

1  Mobile  Pad 
i  790  College  Parkway 
j  Colchester,  VT  05446 

i 1659309615 

i  Umv^JTsity  of  Penn  Imaging 

]  Cei^ter 

i  3600  Market  Street 
ji3rd  Floor  Silverstein 

iriiOadelpMa^PA  19104 

764089 

ilSitron-Hammel  Radiology  Group  |iv/ 14891 

4277  Hempstead  Turnpike 

i! 

isyite  200 

ijOcthpage,  NY  11714 

•  1 

. . 

jlKiRI  of  Saint  Louis  Obispo 

:!1881661361 

|ll064  Murray  Avenue 

‘i 

1  San  Luis  Obispo,  CA  93405 

ijL _ _ 

1 1  aley  Clinic 

11220171  • 

141  Mall  Road 

j 

j  Bwlingiop,  MA  01805 

1 

/05/2006  WI 


09/05/2006 


09/05/2006 


109/05/2006 


/90  College  Parkway  l| 


09/05/2006 


09/05/2006  iICA 
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37055 


Spartanbiirg  Regional  Medical 
Center 

101  E.  Wood  Street  j 

Spartanburg,  SC  29303  | 

420007  ,  : 

i 

1 

! 

j 

09/05/2006 

SC 

, 

Aurora  Sinai  Medical  Center 

520064  j 

09/05/2006  : 

WI  i 

945  N.  12th  Street  i 

! 

Milwaukee,  WI 53201  ^ 

i 

t 

FHN  Memorial  Hospital 

140160 

09/05/2006  ^ 

IL 

1045  W.  Stephenson  Street 

Freeport,  IL  61032 

! 

. 

Southwest  Washington  Medical 

500050  1 

09/05/2006 

WA 

Center 

i 

400  NE  Mother  Joseph  Place 

i 

1 

! 

Vancouver,  WA  98668 

• 

;  St.  Lukes  Center  for  Diagnostic 

47006  j 

09/05/2006 

MO 

;  Imaging 

i  6  McBride  and  Sons  Corporate 

Center  Drive 

i  Suite  101 

1  Chesterfield,  MO  63005 

j 

'  The  Stamford  Health  System 

70006 

09/05/2006 

CT  j 

Shelboura  Road  &  West  Broad 

• 

1 

Street 

j  Stamford,  CT  06904 

. . . 

■ 

i  Hagerstown  Imaging,  LLC 

1518914936 

09/05/2006 

MD 

1 1 50  A  Professional  Court 

■ 

Hagerstown,  MD  21741 

GCM  Suburban  Imaging 

409623 

09/05/2006 

MD 

6420  Rockledge  Drive 

Suite  3 100 

Bethesda,  MD  20817 

. . J 

Alliance  Imaging-No.  Idaho 

1790291 

09/05/2006 

|ID 

;  Imaging 

1 

i  2003  Lincoln  Way 

Coeur  d'Alene,  ID  83814 

37056 
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lIPMA  PET  C«iter  i 

22710  Professional  Drive 

Siilte  104  1 

001 9BY  1 

i 

.1 

! 

09/05/2006 

TX  i 

1 

Kjsg'AijuL  j  TX  77339 

. J 

_ _ _  ,  _ _ j 

Paima  Community  General  ! 

IlospUal 

7C^7  PowCTS  Boulevard 

OH  44129 

360041 

i 

i 

_  - 

09/05/2006  i 

OH  1 

1 

■ 

Irav  iOc  Shores  Medical  Group  ; 

1  PET  Imaging 

1 1043  Elm  Street  #104 

1  Long  Beach,  C A  90813  i 

W13494  . 

09/05/2006 

CA 

;  Clark  Memorial  Hospital  i 

i  1220  Missouri  Avenue 

1  JefFo^nville,  IN  471 30 

15009 

09/05/2006  ? 

IN 

!  Anikoe  Imaging  Center,  LLC  ' 
i  750  North  18th  Street 

iAbP^n^,TX  79601 

FTA070  ! 

09/05/2006 

1 

TX  i 

1  piiBois  Regional  Medical  Center 
,  100  Hospital  Avenue  i 

BuBois,  PA  15801 

390086 

09/06/2006 

PA 

County  Memorial 

II  *  i 

1 2  South  Sibley  Avenue 

kcB.ndHMN  55355 

_ -  .  '  _  . 

241366 

09/06/2006 

MN  ; 

|M?sr:x-.nd  Health  • 

;  4700  Waters  Avenue  | 

Savannai^,  GA  31403 

110036 

09/06/2006 

GA  ; 

St.  Luke's  Regional  Medical 

1  CcutsT,  Ltd. 

190  E.  Bannock  Street  ! 

Boise,  ID  83712 

130006 

. 

- j 

09/06/2006 

ID 

i  Radiology  Consultants  Imaging 

U3944 

09/06/2006 

FL 

- 

400  Avenue  K,  SE 

Winter  Haven,  FL  33880 

1 
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The  University  of  Tennessee 
Medical  Center 
1924  Alcoa  Highway 
KPOxville,TN  37920 


Radiatic  ii  Therapy  Regional 
Cert  rs-Naples 
800  Goodlette  Road 
Suite  110 

Naples,  FL  34102 


St.  Mary’s  Medical  Center 
2900  First  Avenue 

IlMrtin&Jan  WV  25702 


MeKirt-ny  Regional  Cancer 

1 4601  Medical  Center  Drive 

lMcKte^TX75069_ 


jjWCA  Hospital 
|!rO  Box  840 
ijj^estown,  NY  14701 


Grajiis  Pass  Imaging  and 
Diffgrtnstic  Center,  LLC 
|1619NW  Hawthorne 
Suite  110 

Girdiis  Pass,  OR  97526 

Baptisl  Memorial  Hospital- 
Golden  Triangle 
2520  5th  Street  North 

Coluiiibns,  MS  39705 


Fknda  Medical  Climc 
13417  US  Highway  301 
Dade  City,FL  33525 


37058 
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j  SaL=t  Clare's  Hospital 
i  400  West  Blackwell  Street 
|D^v-r,NJ  07801 

i  Medicine  Associates 

1 2202  South  77  Sun  Shine  Strip 

jSuOoE 

lll^^TX  78550 

Radiology  Clinic,  LLC 
03  McFarland  Circle  North 
35406 


'  Area  Hospital 
'  1775  Thompson  Road. 
iCoos  Bay,  OR  97420 


M2  ll/St.  Mary’s  Hospital 
51  US  Route  1 

Sc^boro^gh,  04074 


Coast  Medical  Diagnostic 

2024  State  Avenue 

1  City,  FL  32405 


310067 

09/06/2006  NJ  I 

__][ . _ J 

130090 


1327079 


Gale  Medical  Center 
1900  Electric  Road 
dem,  VA  24153 


11490048 


Is 


Radiology  Diagnostic  Center  j  W 749 1 

!1310  Las  Tablas  Road 

fete  103 

jTenipieton,  CA  93465 


i/eslaco  Nuclear  Imaging  Center  1780796219 
13  S.  Airport  Drive 
|v/eslaco,  TX  78596  | 


9/06/2006 


09/06/2006 


09/06/2006 


09/06/2006  IME 


09/06/2006  ’IF 


09/06/2006 


09/06/2006 


09/06/2006  ICA 


09/06/2006 


Suite  O 
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841321373 


50454 


Pioneer  PET,  LLC 

1930  E.  Southern  Avenue  ! 

Tempe,  ^  85282  i 


Kearney  Imaging  Center,  LLC  198950 
3219  Central  Avenue  i 

Suite  109  - 

Ke^ey,NE  68847  | 


Rose  Medical  Center 

4567  East  9th  Avenue 

DenvCT,  OO  80220  ! 


UCSF  Medical  Center 

185  Berry  Street 

San  Francisco^  CA  94107 


Broward  General  Medical  Center  100039 
1500  S.  Andrews  Avenue  * 

Fort  Lauderdale,  FL  333 1 6 


St.  Paul  Radiology,  PA/Midwest  ' 
Radiology 

166  Fourth  Street-East 
St  Paul,  MN  55101 


Queen  of  the  Valley  Hospital 
1000  Trancas  Street 
Napa,CA94558 


Dana-Farber  Cancer  Institute  ‘ !  2201 62 
44  Binney  Street 
Boston,  MA  02^15 


Holmes  Regional  Medical  Center 
1 350  South  Hickory  Street 
Melbourne,  FL  32901 


12/05/2006 


Niagara  County  PET  Center 
Niagara  Falls,  NY  14302 


£27482 


12/05/2006 


12/05/2006 


Lobby  7 
Suite  180 


12/05/2006 


12/05/2006  FL 


621  Tenth  Street 
Department  of 
Radiology 


37060 
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Augusta  Medical  Center 
78  Medical  Center  Drive 
Fishersville,  VA  22939 


Nevada  Cancer  Center 
2851  North  Tenaya  Way 
Las  Vegas,  NV  89128 


Wellstar  Kennestone  Hospital 

Imaging  Center 

340  Kennestone  Hospital 

Boulevard 

Marietta,  GA  30060 


Ashtabula  County  Medical 

CentCT 

2412  Lake  Avenue 
Ashtabula,  OH  44004 


Rowan  Regional  Medical  Center 
514  Corporate  Circle 
Salisbury,  NC  28147  _ 


e  Pottsville  Hospital  and 
Wame  Clinic 
420  South  Jackson  Street 
Pottsville,  PA  17901 


Gwrgetown  Memorial  Hospital 
606  Blackriver  Road 

G^rgetown,  SC  29442 


Medical  Center  of  Arlington 
3301  Matlock  Road 
Arlington,  TX  76015 


Valley  View  Re^onal  Hospital 
430  N.  Monte  Vista 
Ada,  OK  74820 


Montgomery  Medical  Services 
644  Maysville  Road,  Suite  10 
Mount  Sterling,  KY  40353 


Medical  Outsourcing  Services, 

LLC 

5409  N.  Knoxville  Avenue 
Peoria,  IL  61614 


110035 


12/05/2006  i 


Suite  LLIO 


1285607416 


The  Regional  Cancer 
Center 


390030 


1982604021 


‘450675 


370020 


12/05/2006  SC 


211224 
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Mnyo  Clinic  Anzona 
13400  E.  Shea  Boulevard 
Scotif^aie,  AZ  85259 


Door  County  Memonal  Hospital 
323  S.  18th  Avenue  . 

Bay,  WI  54235 

Cc-Mor  for  Diagnostic  Imaging- 
kartell 

166  19th  Street  S. 

Sartell,  MN  56377 


So  Texas  Institute  of  Cancer 
1205  South  19th  Street 
Corpirs  Christi,  TX  78405 

Del  Sol  Medical  Center 
10460  Vista  Del  Sol 
El  Paso,  TX  79925 

University  Hospital 
818  St.  Sebastian  Way 
GA  30901 

St.  John  Health  System-Tulsa, 
OK 

1923  S.  Utica  Avenue 
Tulsa,  OK  74104  _ 

Alkri  Memorial  Hospital 
1825  Logan  Avenue 
Waterloo,  LA  50703 


Craig  General  Hospital 
735  North  Foreman  Street 
Vinita,  OK  74301  _ _ 


Vision  Iniaging  of  Kingston 
517  Pierce  Street 

KiagMOii,  PA  18704 


I  ake  Hospital  Mentor  Campus 
9485  Mentor  Avenue 


12/05/2006 


WCTGB 


12/05/2006 


1093743874 


12/05/2006 


C01307 


0065AZ 


450646 


110028 


370114 


1160110 


370065 


12/05/2006 


12/05/2006 


,112/05/2006 


12/05/2006 

OK 

t 

. 

i 

j 

12/05/2006 

\ 

1  . 

i . 

lA 

12/05/2006 

1 

1  “ — — 

OK 

12/05/2006 


37062 
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Mentor,  OH  44060  ;  •  j 


Excela  RCL  PET  CT  Imaging, 
LLC 

200  Village  Drive 
Greensburg,  PA  15601 


Kousay  Al-Kourainy,  MD 
5395  Ruffin  Road  #202  : 

San  Diego,  C A  92123  _ j 


Memorial  Hermann  Northwest 
Hospital 

1635  North  Loop  West 
Houston,  TX  77008  _ j 


Accu/Site  PET/CT  Imaging  j 
Colter 

30  Harrison  Street 
Johnson  City,  NY  13790 


DDIS-Bond 
9  Bond  Street 
Brooklyn,  NY  11201 


West  Valley  Radiology  Medical 
Group 

7301  Medical  Center  Drive 
West  Hills,  CA  91307  _ _ | 


Westside  Diagnostic  and 
Therapeutic  Medical  Center, 
LLC 

12524  West  Washington 
Boulevard 

Los  ^geles,  CA  90066 


DDIS-Still 

1783  Stillwell  Avenue 
Brooklyn,  OT  11223 


Alpena  Regional  Medical  Center 
1501  W,  Chisholm  Street 
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S^ta  Monica  Imaging  Center 

1245  16th  Street  . 

Suite  105 

Santa  Monica,  CA  90404 

1881670243  ; 

i 

12/05/2006  1 

CA  1 

- 

Mercer  County  Community 
Hospital 

800  W.  Main  Street 

360058 

12/05/2006 

OH 

Coldwater,  OH  45828 

1 

_ ! 

I  Johnson  Memorial  Hpspital 
!  1 125  W.  Jefferson  Street 

1  Franklin,  IN 

150001  1 

12/05/2006  1 

IN  * 

POBox  549 

146131-2675 

1 

1  St.  Mary's  Health  Center 
!  100  St.  Mary's  Medical  Plaza 

260011 

12/05/2006  1 

I 

MO.  j 

j 

:  Jefferson  City,  MO  65 1 01  -  ' 

1 

Eastside  PET  Center,  LLC 
j  46  Medical  Park  East  Drive 

1619925070  ,  1 

12/05/2006  j 

AL  1 

i 

Suite  224 

Birmingham,  AL  35023 

; 

1 

United  Regional  Health  Care 
System  ; 

i  1600  8th  Street 

450010  1 

j 

12/05/2006  I 

'  j 

TX  ; 

Wichita  Falls,  TX  76301 

. :  ._1 

_ j 

: 

1  Denton  Regional  Medical  Center 
!  3535  S.  1-35 

450634 

12/05/2006 

TX 

i 

i  Denton,  TX  76210 

J 

1  Canton-Potsdam  Hospital 

50  LCToy  Street 

161012691 

12/05/2006 

NY 

Potsdam,  NY  13676 

I  St.  John  Macomb  Hospital 

11800  E.  12  Mile  Road 

230195 

12/05/2006 

Ml 

Warren,  MI  48093 

Cleveland  Regional  Medical 

1  Center 

201  East  Grover  Street 

340021 

12/05/2006 

NC 

Shelby,  NC  28150 

•  Blueiield  Regional  Medical 
;  Center 

’  500  Cherry  Street 
‘Bluefield,WV  24701 

510071 

12/05/2006 

wv 

37064 
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Charles  Cole  Memorial  Hospital 
1001  East  Second  Street 

Coiidcrsport,  PA  16915 


390246 


12/05/2006 


Westcoast  Radiology  j 

501  S.  Lincoln  Ave.  I 

Clearwater,  FL  33756  _ j 


The  Iowa  Clinic /PETCO,LLC  |l5819 
1221  Pleasant  Street  I 

Des  Moines,  lA  50309  _ j 


Quantum  PET-Holy  Spirit 
Hospital  ■ 

890  Poplar  Church  Road 
Camp  Hill^PA  17011 


Coastal  Bend  PET  Scan,  Ltd. 

‘  1533  5th  Street  | 

;  Corpus  Christi,-  TX  78404  _ * 


Pottstown  Memorial  Medical  ^  390123 
Center  i 

1600  E.  High  Street  ! 

Pottstown,  PA  19464  | 


UTMB  PET/CT  Imaging  Center  R5 
UTMB-Rebecca  Sealy  Hospital  j 

Galveston,  TX  ' 

77555-0793 


FTN014 


12/06/2006 


North  Memorial  Medical  Center  i| 185 1344907 
3435  West  Broadway 
Robbinsdale,  MN  55422  ! 


Hays  Medical  Center  i 

2220  Canterbury  Drive 
Hays,  KS  67601 
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St.  Patrick  Hospital  ; 

&  Health  Sciences  Center 

500  West  Broadway 

Missoula,  MT  59802 

1023032588  ! 

12/06/2006  i 

MT  1 

i- 

Paik  Ridge  Hospital  ' 

100  Hospital  Drive 

340023 

12/06/2006  i 

NC 

i 

i 

Hendersonville,  NC  28792  i 

-  ' . . . J 

i 

•  J 

Fostoria  Community  Hospital 

610  Plaza  Drive 

361318  ' 

12/06/2006  1 

OH  j 

Fostoria,  OH  44830 

i 

i 

UMDNJ-University  Hospital 

30  Bergen  Street 

221775306 

j 

12/06/2006  1 

NJ  I 

i 

ADMC5Room575  : 
P.O.Box  1709 

Newark,  NJ  07101 

i 

_ _  i 

Metabolic  Imaging  of  Boca 

5458  Town  Center  Road 

Suite  103 

E5434 

12/06/2006  1 

FL  1 

Boca  Raton,  FL  33486 

i 

1  Olean  Open  MRI 

1413  North  8th  Street 

AA0996 

12/06/2006  i 

NY 

!  Olean,  NY  14760 

_ j 

'  Mercy  Memorial  Health  Center 

1 1011  14th  Avenue  NW 

731500629 

12/06/2006  i 

i 

OK 

lAirimore,  OK  73401 

> 

.  Pontiac  Osteopathic  Hospital 
d.b.a.  POH  Medical  Cen-er 
■  385  N.  Lapeer  Road 

Oxford,  MI  48371 

230207 

12/06/2006 

MI 

j  Texas  Oncology  Ft.  Worth 

1450  8th  Avenue 

00R66C 

12/06/2006 

TX 

Fort  Worth,  TX  76104 

West  Valley  Imaging 

3025  S.  Rainbow  Boulevard 

WQBDY 

12/06/2006 

NV 

Las  Vegas,  NV  89146 

Springman  Medical 

Plaza  Imaging  Center 

PO  Box  4650 
■  Brownsville,  TX  78523 

1912973108 

12/06/2006 

TX 

37066 
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McKenna  Memorial  Hospital  |450059 
598  N.  Union  Street  i 

New  Braunfels,  TX  78130 


NSMS-Parkland  Farmington,  Moi  208196 
4253  Argosy  Court  ! 

^Js^,Wl  53714  ^  _ ^ 


Alton  Memorial  Hospital 
1  Memorial  Drive 
Mon,  IL  62002 


Medical  City  Dallas  Hospital 

Diagnostic  Imaging 

Dallas,  TX  75230  _ | 


Mercy  Medical  Center 
301  St.  Paul  Place 
Baltimore,  MD  ^1 202 


St.  Joseph's  Medical  Center 
503  N.  3rd  Street 
Brainerd,  5^01 


Covenant  Healthcare 

600  Irving  Street  ^ 

Saginaw,  MI  48602 


Little  Company  of  Mary  Hospital!  140179 
2800  West  95th  Street  .  j 

Evergreen  Park,  IL  60805 


Marion  General  Hospital  ! 

Progressive  Medical  Imagine 
830  N.  Theatre  Drive 
iMarion,  IN  46952 


Escondido  Pulmonary  Medical 
Group  \ 

5395  Ruffin  Road  ■ 

Suite  202 

San  Diego,  CA  92123 


Marshall  Medical  Center 
1100  Marshall  Way 
Placerville,  CA  95667 


Clermont  Radiology 
1804  Oakley  Seaver  Drive 


37068 
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Clermont,  FL  3471 1 


Mahoning  Valley  Imaging,  Ltd. 
7067  Tiffany  Boulevard 
Youn^town,  OH  44514 


Southeastern  Ohio  Regional 
Medical  Center 

1341  Clark  Avenue  i 

Cambridge,  OH  43725  _ | 


White  County  Medical  Center 
3214  E.  Race  Avenue 
Searcy,  AR  72143 


MED  Arts  JVIC 

9101  Franklin  Square  Drive 

Baltimore,  MD  21237 


Memorial  Hermann  Southwest 
OPID 

7797  SW  Freeway 
Houston,  TX  77074  _ 


Twin  County  Regional  Hospital  i 
200  Hospital  Drive 
Galax,  VA  24333 


Marion  Ancillary  Services,  LLC  99 
1040  Delaware  Avenue 
Marion,  OH  43302 


Owensboro  Medical  Health 
Systems 

Breckenridge  Diagnostics  | 

Owensboro,  KY  42301  | 


1457354318 


1457354318 


1932167178 


741152597 


Santa  Fe  Imaging,  LLC 
1640  Hospital  Drive 
Santa  Fe,NM  87505 


180038 


12/06/2006  PH 


12/06/2006 


12/06/2006  VA 


12/06/2006  PH 


12/06/2006 


'400521037  12/06/2006 


1020  Breckenridge 
Street 
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Suncoast  Imaging  of  Port  Orange  !|40370B 
1680  Dimlawton  Avenue  , 

Port  Orange,  FL  32 1 27 


Great  Basin  Imaging 
2874  N  Carson  Street 
3rd  Floor 

Carson  City,  NV  89706 


St.  Francis  Hospital  &  Health 
Centers 

1201  Hadley  Road 
Mooresville,  IN  46 1 58 


Las  Colinas  Cancer  Center 
7415  Las  Colinas  Boulevard 
Irving,  TX  75063 


ADI 

4006  Jonathan  Street 
Waterloo,  lA  50701 


Central  Baptist  Diagnostic 
Center 

100  Southland  Drive 
Lexington,  KY  40503 


Baptist  Health  Medical  Coiter- 
NLR  PET/CT 
3500  Springhill  Drive 
North  Little  Rock,  AR  72117 


Commonwealth  Hematology 
Oncology 

216  Southtown  Drive 
Danville,  KY  40422 


Commonwealth  Hematology 
Oncology 

95  Bogle  Office  Park  Drive 
Somerset,  KY  42503 


1457354318 


12/06/2006 


12/06/2006  lA 


1457354318 


9375001 


06/14/2006  ;  KY  Suite  B 


Suite  100 


1285687178 


1285687178 


03/21/2007 


37070 
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Jl'.lTC  and  The  Washington 
Cancer  Center 

1 155  Wilson  Avenue  Washington 
PA  15301 


Diagnostic  Center 
1725  Harrodsburg  Road 

Sui^e  100 

KY  40504 


isU  W  PET  Imaging  Center 
ifiOO?  Excelsior  Drive 
WI 53717 


03/10/2006  ; 

PA  i 

03/08/2006  : 

KY  ! 

I 

? 

. 

1346266319  104/03/2007 


port  Wayne  Medical  Oncology  1 055770 
;|niid  Hematology 

ii7910  W.  Jefferson  Boulevard  i 


;i070033 


04/23/2007 


:  Suite  107 

46804 

|DLJid}aiy  Hospital 
■j24  Hospital  Avenue 
ijB^iiiy,CT  06810 

j  Rcro  EHagnostic  Centers 
!  5>  0  Eureka  Avenue 
RceaNV  89512 


04/23/2007  CT 


11518904994  04/24/2007 


I  Tlie  Kirklin  Clinic  PET-CT  10933768723  . 05/07/2007  AL 

;  Facility  j  | 

i  2000  6th  Ave  South  .  j 

35233  _ ![.  _ |  ’  i 

;  PET  Imaging  Radiology,  PSC  |]0035142~  1 05/15/2007  ?R~ 

FcZCaj  San  Pablo  100  j  | 

■_  _J  . 

Area  Hospital  1390199  ilos/l  5/2007  PA  i 

181  Hillcrest  Drive  1 

I  i'tiiVxsiiiQV/iiiy,  PA  15767  i  J  •  ■ 

'  P itiiCe-tC-il  Baptist  Medical  Center .135211  ^j05/30/2007  IaL 

i  701  Princeton  Avenue  SW  } 

;  Ftir?Fi‘righr,;rij  AL  3521 1  _ j  _ i  ' 

j  Mcdkd  Arts  Radiology  'lv/11682  ‘05/31/2007  InY 

Conuiisck  !  I  . 

55  Veterans  Memorial  Highway 

;  CJftn'Frnz^'-ic,  NY  11725  1  T  I 


105/1 5/2007  PR  IFDIF  Dr.  Arturo 


Suite  208 


05/30/2007  AL 


05/31/2007  NY 


A 
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Cesifn,  Sheth  &  Raghavan,  MD 
1460  Bluegrass  Avenue 
te-syillaKY  40215 


Care  Molecular 


1514  Highway  138 
v¥all.NJ  07719 


m" -n  Radiology  Imag^g 
7121  Stephanie  Lane 

|Lin^ln,NE  68516 


One 

i3C0  North  7th  Street 
ND 

SSS0$-5525  -  _ 

jlmr-:  Franciscan  Healthcare 

iIaII  Saints 

jj3801  Spring  Street 

liRpcin-  WI 53405 


Di“— n  ::ic  Centers  of  America 
60S0  Boynton  Boulevard 

Suits  140  . 

Beach,  FL  33437 

i  j  for  Integrative  Cancer 
P.A 

1733  Curie  Drive 

Sui^s  305 

El  Paso,  TX  79902 


St.  Luke's  Hospital 
1026  A  Avenue  N.E, 
CcS  j  Rapids,  lA 
52406-3026 


arc4  PET  Imaging,  LLC  - 
OH 

Avenue  &  Albert  Sabin 

ay 

OH  45219 


IiikgTf  *  Magnetic  Imaging 
7100  University  Court 

Mu-f---ry,AL36117 


37072 
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37073 


1457354318 


Parkwest  Imaging  ! 

3676  Parker  Boulevard 
Pu^o,  CO  81008 


St.  Clair  Hospital/UPMC  Cancer  j  1699708792 
Center  PET/CT  j 

1000  Bower  Hill  Ro^ 

Pittsb^,  PA  1 5243  _ | 


St.  Joseph  Mercy  Oakland 
(SJMO) 

44405  Woodward  Avenue 
Pontiac,  MI  48341 


Edward  Hospital 

801  S.  Washington  Street 

Naperville,  IL  60540 


East  Montgomery  Imaging 
Center 

6880  Winton  Blount  Boulevard 
Montgomery,  AL  36117 


Memorial  Hospital  of 
Martinsville  and  Henry  County 
320  Hospital  Drive 
Martinsville,  VA  241 12 


Thomas  Hospital 
750  Morphy  Avenue 
Faiihcpe,  AL  36532 


Portland  Adventist  Medical 
Center 

10123  SE  Market  Street 
Portland,  OR  97216  _ 


Nash  Healthcare  System,  Inc. 
2460  Curtis  Ellis  Drive 
Rocky  Mount,  NC  27804  _ j 


North  Broward  Medical  Center 
201  E.  Sample  Road 
Deerfield  Beach,  FL  33064 


Jennie  Stuart  Medical  Center 
320  West  18th  Street 
Hopkinsville,  KY  42240  ' 


08/22/2007  i 


180051 


37074 
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Greater  Houston  Imaging,  L.P.  JFTNPXI 
6565  West  Loop  South 

Suite  100  i 

;tBcliairc,TX  77401  | 

Sunrise  Hospital  Medical  Center  j2500G3 
1 3 1 86  South  Maryland  Paricway  | 

Us  Vcga-s,NV  89109  j 

i  The  Diagnostic  and  Treatment  92450 

I  Center 

i  3401  Cfanberry  Boulevard 
llweston,  WI 54476 _  , 


Ochsner  Medical  Center  ^720502505 

1514  Jefferson  Highway  I 

New  Orleans,  LA  70121  I 


08/22/2007  : 


jllugh  Chatham  Memonal 

'iospital 

180  Parkwood  Drive 
Elkin,  NC  28621 


Manan  Medical  Coiter/Plaza 
Diagnostic  Imaging 
525  E.  Plaza  Drive 
Santa  Maria,  CA  93454 


DDIS-FH 

8002  Kew  Gardens  Road 
Kew  Gardens,  NY  1141 5 


NYPII-WeiU  Cornell 
525  E  68th  Street 


il687s41 


Federal  Register!/  Volv!  7^,‘  No;!1 23  /  Monday," June' 


^7075 


Gcnesj's  Regional  Medical .  I 
Center  ' 

One  Genesys  Parkway  | 

Grarid  Blanc,  MI  ^ 

48439-8066  J 

230197  ^  ^  ! 

mnmm  \ 

i 

i 

MI.- 

! 

i 

N/A'J  rr  ' 

■  Vj;  rf'.-.  ‘  ,*/ 

•  ’  1 

\ 

Geiainger  Medical  Center 

390006  ; 

08/22/2007 

PA 

N/A 

1 00  North  Academy  Avenue  | 

1 

.  •  J 

i 

! 

.  ! 

Danviiie,  PA  17822 

_  J 

i 

Citrus  Diagnostic  Center 

922  N  Citrus  Avenue  j 

K5374 

08/22/2007 

FL 

N/A 

Cfystal  River,  FL  34428  J 

Middlesex  Hospital  1 

70020  i 

08/22/2007 

CT 

N/A 

534  Saybrook  Road  1 

1 

i 

) 

1 

MMdletown,  CT  6457 

t 

! 

1 

Geisinger  Wyoming  Valley  ' 

390270 

98/22/2007  ! 

PA 

N/A 

Medical  Center 
,  1000  East  Mountain  Drive 

i 

r 

j 

Wilkes-Barre,  PA  18711 

_ ! 

Canion,  IL  -  Northern  Shared 
Medical  Services 

J 

209  Limestone  Pass  i 

1208196  ; 

i 

1 

08/22/2007  I 

! 

i 

wi  : 

N/A  : 

ConAg5  Grove,  WI 53527 

t 

. '  ; _ I 

Self  Regional  Healthcare 

102  Academy  Street 

420071 

08/22/2007 

SC  ; 

N/A  ; 

GrecDwoodj  SC  29646 

. J 

■  Bristol  Hospital 

Brewster  Road 

70029 

08/22/2007 

CT 

P.O.  Box  977  i 

Bristol,  CT  06011 

.  .  . . J 

East  Texas  Hematology  & 
Oncology  Clinic,  PA 

1202  West  Frank  Avenue 

00T37K 

03/22/2007 

TX 

N/A 

Lna-in,  TX  75904 

St.  John  River  District  Hospital 

230241 

08/22/2007 

MI 

N/A 

4100  River  Road  /  ;  ' 

Eas  t  China,  MI  48054 

• 

• 

' 

■ 

378^©^ 


'|75y  1 23'/Mondav[  Junte''28l‘'&tW©''? 


Sci^an  Hospital  A'K’  XT 
2209  John  R  Wooden  Drive 
Martinsville,  IN  46151 


Cotton-O’Neil  Cancer  Center 
1414  SW  8th  Street 
Tope^KS  66606 


||Bames*Jewish  West  County 
Hospital 

12634  Olive  Boulevard 
Stl^uis,  MO  63141 


Hardin  Memorial  Hospital  !  18 

913  North  Dixie  Avenue 
Elizabethtown,  KY  4270 1  i 

. . . -  -  -  . ^  — I 


Cancer  Institute  of  Florida,  LLC  72793 
894  E.  Altamonte  Drive  i 

Altamonte  Spim^,  FL  32701 


Community  Hospital,  New  Port  1 1001 9 
Ridley 

5637  Marine  Paricway 
Newport  Richey,  FL  34652 


Vdvocate  South  Suburban 
iospital 

1 7800  S.  Kedzie  Avenue 
Harel  IL  60429 


St  Vincent's  Medical  Center 
2800  Main  Street  I 

Bridgeport,  CT  6606  j 

Cayuga  Medical  Center  at  Ithaca  33 
3218  Wilkins  Road  | 

Ithaca,  NY  14850  j 


hnmanuel-ST  Josqihs  Mayo  j 
Health  Stystem 
1025  Marsh  Street 
Mankato  MN  56002-8673  - 


MN  IPO  Box  8673 
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. . .  . . . . 

Kell  West  Regional  Hospital  | 

5420  Kell  West  Boulevard 
Wichita  Falls,  TX  763 10 

450827  ^  ; 

pH 

TX  ] 

N/A 

Aurora  Medical  Center  Kenosha  ! 
10400  75th  Street 

520189 

B 

N/A  '  j 

Kenosha,  WI 53142 

i 

Aurora  Lakeland  Medical  Center ! 
W3985  County  Rd  Nn 

520102 

1 

in 

Elkhom,  WI  53121 

j 

mi 

Munson  Medical  Center 

1 105  Sixth  Street 

08/22/2007  i 

n 

1  Traverse  City,  MI  49684 

* 

J 

;  Kansas  City  Cancer  Center  - 

5650000E  •: 

08/22/2007  i 

N/A  i 

^  North 

i  8700  Greenhills  Road 
i  Kansas  City,  MO  64154 

\ 

i 

-  ..J 

1  PET  Imaging  Center  of  Maine 

885  Union  Street 

Suite  115 

10211501 

III 

ME  ■ 

N/A 

1  Bangor,  ME  04401 

j 

I  SMS  -  Chester,  IL 
!  1900  State  Street 

208196 

08/22/2007 

■ 

N/A 

Chester,  EL  62233 

;  PET  of  Reston,  LP 

1 800  Town  Center  Drive  Suite 
115 

08/22/2007 

M 

N/A 

i  Reston,  VA  20190 

Healthcare  Imaging  Center 
;  4334  Central  Ave 

08/22/2007 

CA 

N/A  1 

Riverside,  CA  92506 

Robert  Wood  Johnson  University 
:  Hospital  at  Hamilton 

1  Hamilton  Health  Place 

310110 

NJ 

N/A 

:  Hamilton,  NJ  08690 

L-.  . . 

Northside  Hospital 

1000  Johnson  Ferry  Road 
Atlanta,  GA  30342 

110161 

GA 

N/A 

37078 


Federal  Register/ Vol,' 75,  No.  123/Monday,  June  28,^2010 /Notices 


i|Q0353 


Aurora  Medical  Center  Kenosha  |520189 
10400  75th  Street 
Kenosha,  ^53142  _ 


rartne!^  Imaging  Center  of  , 
Sarasota 

1250  S.  Tamiami  Trail 
Suite  103 

S^asota,  FL  34239 


Memorial  Medical  Center 
216  Sunset  Place 
Neillsville,  W1  5^56 


Cent^  Virginia  Imaging,  LLC  1 5785944 1 2 
1900  Tate  Spings  Road  Suite  21 
Lynchburg,  VA  24501 


Los  Alamitos  Medical  Center 

3951  KatellaAve 

Los  Alamiit^s,  CA  90720 


Valley  Advanced  Imaging,  LLC  | 
2403  Butler  Street 
Easton,  PA  18042 


Good  Samaritan  PET/CT  and 
Imaging  services 
1245  Montauk  Hwy 
West  IslipW  11795 


Scotlmid  Memorial  Hospital  > 
500  Lauchwood  Drive 
Laurinburg,  NC  28352 


McFarland  Clinic,  P.C. 
1 1 1 1  Duff  Avenue 
Ames,  lA  50010 


Providence  Hospital 

1150  Vamum  Street  NE  ! 

Washington,  DC  200 1 7  j 


The  Angeles  Clinic  and  Research  W1 5 1 85A 
Institute  | 

11818  Wilshire  Boulevard  | 

Suite  200  ' 

Los  Angeles,  CA  90025 


CS/22/2007  WI  N/A 


03/22/2007  FI  N/A 


08/22/2007  ;  WI  i  N/A 


N/A 

N/A 

N/A 

08/22/2007 


08/22/2007 
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Doctors  Hospital  at  Renaissance, ! 
Ltd  . 

5501  S.  McColl  Road 
j  Edinburg,  TX  78359 

450869  .  ; 

1 

08/23/2007  ; 

rx  i 

1 

N/A  ; 

1 

1  Twin  Lakes  Imaging  Center 

1890  LPGA  Boulev^d 

1023040870 

i 

08/23/2007 

FL  i 

1 

Suite  110  1 

Daytona  Beach,  FL  32 1 1 7  • 

f 

•  1 

Nathan  Littauer  Hospital 

99  E.  State  Street 

330276 

08/23/2007  ' 

NY  1 

i 

i 

N/A 

Gloversville,  NY  12078 

1 

Altoona  Regional  Health  System  ‘ 
620  Howard  Avenue 

390073 

08/23/2007- 

PA  1 

N/A 

i  Altoona,  PA  16601 

\ 

;  Warren  General  Hospital 

1 2  Crescent  Park  West 

390146 

08/23/2007 

PA  ! 

N/A  •  1 

j  Warren,  PA  16365 

. . . . J 

_  .... 

i  Reid  Hospital  Health  Care 
!  Services 

1401  Chester  Boulevard 
Richmond,  IN  47374  j 

1457354318  , 

08/23/2007 

IN  ! 

N/A 

Orange  City  Area  Health  System 
'  1000  Lincoln  Circle  SE 

161360 

08/23/2007 

lA 

N/A 

1  Oange  City,  lA  51041 

!  Mercy  Hospital  Clermont 
i  3000  Hospital  Drive 

1457354318 

OH 

N/A  • 

jBatavia,  OH  45103 

1 . 

'  Arroyo  Grande  Community 
;  Hospital 

;  345  South  Halcyon  Road 

50016 

CA 

!N/A 

!  Arroyo  Grande,  CA  93454 

1 

i 

HealthEast  St.  John's  Hospital 
.  1575  Beam  Avenue 

Maplewood,  MN  55109 

240210 

m 

MN 

J 

WA 

37082 
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208196 


340073 


St.  Joseph's/Candler  Health  || 1 1 0024 

System  I 

5353  Reynolds  Street 
Savannah,  GA  31405 


NSMS  -  Pickneyville,  IL 

101  North  Walnut  Street  ; 

Pinckneyville,  IL  62274 


Duke  Raleigh  Hospital 
3400  Wake  Forrest  Road 
Raleigh,  NC  27609 


dvanced  Radiology  Services  &  !  33012 
he  Center  for  Women  ! 

00  Plaza  Court 

^Stroudsburg, PA  18301  !  ' 


Community  Hospital  <140125 

10020  Donalds.  Powers  Drive  i 
unster,  IN  46321 


Avant  Imaging  -  Woodland 
Health  Center 
7575  Grand  River  Avenue 
Britton,  Ml  481 14 


1164434098 


1457354318 


NSMS -St.  Louis,  Mo -ARCH  !  47013 
Medical  j 

209  Limestone  Pass 
Cottage  Grove,  WI 53527  ,  I 


CNY  PET  LLC  i  AA0672 

5100  West  Taft  Road 
Liverpool,  NY  13088  1 


MCMl 

3000  Telegraph  Avenue 
Oakland,  CA  94609 


Federal  KegisterV  V^6ti75'.^’Nb.'i4237'Mo^K^ay.'^JuW  2»,'laiai»ds/ 


!Gr€v^n  Clinic,  LLC  ^  >  j 

j 1 200  S.  Farmerville  Street 
Ruston,  LA  71270 


ayette  Memonal  Hospital 
3542  North  Western  Avenue 

Corji^rs^  ille,  IN  47331 


Carolinas  Medical  Center  - 
Union 

600  Hospital  Drive 
Monroe,  NC  28 1 1 2 


CiUiiS  Medical  Imaging 
AssockuvS;  Inc. 

1000  Lakes  Drive 

Suite  170  1 

West  Covina,  CA  91790  -  J 


;  Kadi  r.i  ion  Oncology  at 

jWF'UBMC 

!  Radi  r :  ion  Oncology  Medical 
Ce-ker  Boulevard 
Winston-Salem,  NC  27152  j 


;  I!flrn  =ori  County  Hospital 
:  245  Atwood  Street 

’Corydon,IN47112 


TMbodaux  Regional  Medical  190004 

602  North  Acadia  Road  | 

TMbuclaiix  LA  70301  I  • 


08^3/2007  IlA'  iilN^A  .i 


pariHc  Oncology,  PC 
15700  SW  Greystone  Court 

Bcavcilon  OR  97006 


CaTicer  Care  Associates 
1791  E.  Fir  Avenue 
Fresno,  CA  93720 


Federal'  Rfti5!itei»y-Vol/75/ 'No.<  123  /'Monday''  June  '28'‘'203»/  ! 
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08/24/2007 


37085 


North  Coast  Cancer  Care 
417  Quarry  Lakes  Drive  j 

Sandusky,  OH  44870  ^ 


Palm  Beach  Gardens  Open  ^ 

Imaging  Center 

3335  Bums  Road  #101  . 

Palm  Beach  Gardens,  FL  33408 


Advanced  Medical  Imaging,  LLCj 
1 780  NWM>dire  Road 
;Silverdale,WA  98383  _ j 

,  Swedish  American  Hospital  , 

1401  E  State  Street 
‘Rockford,  EL  61 104  | 


U8767 


Omaha 

117  North  32nd  Avenue  Suite 
100 

Omaha,  NE  68131  _ 

Kingwood  Medical  Center 
22999  U.S.Hwy59 
Kingwood,  TX  77339 


1 140228  t 

1  j 

08/24/2007 

:  99894 

08/24/2007  1 

1 

•j 

i  •  vj 

j 

1811942238 

'  i 

i 

08/24/2007 

08/24/2007 


ARH  Hazard 

100  Medical  Center  Drive 

Hazard,  KY  41701 _ 


Caihal  Florida  Imaging  Center, 
Inc. 

6801  US  27  N 
Suite  E-3 

Sebring,  FL  33870  _ 


West  Texas  Cancer  Center 
301  N  Washington  Avenue 
Odessa,  TX  79761 


520795508 


08/24/2007 


BU 


08/24/2007 


08/24/2007 


Suite  100 


37086 
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L’eldt  Memorial  Hospital 

1969  West  Hart  Road 

520100  * 

i 

I 

08/24/2007 

Bdoit,WY  53511  * 

i 

1  ...  i 

i  iriTir^ie  imaging  center 
2390  NW  7th  Street 
MU-:i,FL  33125 


PET  Imaging  of  El  Paso 
1225  E.  ClifFDrive 
FI  Paso,  TX  79902 

3t.  Petersburg  General  Hospital 
6500  38th  Avenue  North 

iStTr.:  .5bt^,FL  33710 

i  St.  Mary  Medical  Center 
1201  Langhome-Newtown  Road 
:  PA  19047 

St.  Joseph  Medical  Center 
1401  St.  Joseph  Parkway 
I  Houston,  TX  77002  _ 

UTMC  Northwest 
1671  Allegheny  Boulevard 
BCTiO,  PA  16343 

Mercy  Hospital  Fairfield 
3000  Mack  Road 
Fairfield,  OH  45014 


Radiology  Associates  of  West 
Pasco 

5539  Marine  Parkway 
NewJPort  Richt^,JFL  34652 


St.  Dominic  Hospital 
969  Lakeland  Drive 
Jackson,  MS  39216 


RCOA-Adventist  Health- 

Saiuoia 

4949  W.  Cypress  Avenue 
Visalia,  CA  93271 


;|FMd035 


i90258 


103/24/2007 


11154361475  jC3/24/2007  : 


'390091 


1457354318 
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McKee  Medical  Center 

2000  Boise  Ave  ? 

CO  80538  i 

60C30  1 

»  i 

j 

\ 

DS/24/2007 

CO  '[ 

rl/A 

Eon  SecoiiTS  Richmond  1 

Ccns'^'S'^ity  Hospital  | 

1500  North  28th  Street  j 

Rirhnpnr^VA  23223  i 

490094  ; 

1 

1 

1 

1 

. * . -  J 

G2/24/2007  ' 

.  J 

VA 

N/A 

West  Houston  Medical  Center 
.  12141  Richmond  Avenue 

450644  ^ 

i 

03/24/2007 

TX 

N/A 

jHouston,  TX  77082  J 

c. . . i 

i 

;  Clinics,  Inc. 

2000  SW  Archer  Road 

100113 

03/24/2007 

Radiology,  Shands 
Medical  Plaza 

;  OairivGviile,  FL  32608 

Tanner  Medical  Center 

119  Ambulance  Drive 

110011 

C3/24/2007 

< 

o 

N/A 

Carrollton,  GA  301 17  ’  ' 

OU  Medical  Center 
;  700  NE  13th  Street 

1780631390  J 

i 

1 

08/24/2007  ! 

C14 

N/A 

[Oldc^-r^n  OK  73104  < 

'  i 

..J 

i  i  iiD  Medical  Center  of  Aurora 
1400  S.  Potomac  Street 

leOlOO 

■■ 

CC 

#180  * 

CO  80012 

j 

j 

'  AilenRidge  Diagnostic  Imaging 

‘Cci.C: 

520  Lecanto  Highway 

100023 

03/24/2007 

FL 

N/A  ! 

iLecBiTo,  FL  34461 

|rno  PET  Center  at  BWMC 

3C5  Hospital  Drive 

1124016696 

MD 

SUITE  302  * 

WAClmCi-,  MD  21061 

. .  . 

Signet  Diagnostic  Ima^ng 

Services,  LLC 

3300  West  Sunrise  Boulevard 

FL  33322 

E36o7 

1 

03/24/2007 

1 

H/A 

37088 
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Adams  Diagnostic  Imaging 
20  Expedition  Trail 
Gettysburg,  PA  17325 


Jennie  Edmundson  Hospital 
933  E.  Pierce  Street 
Council  Bluffs,  LA  51503 


Holy  Cross  Hospital 
4725  N.  Federal  Highway 
Fort  Lauderdale,  FL  33308 


edical  University  of  Ohio 
3000  Aldington  Avenue 
Toledo,  OH  43614 


Daviess  Community  Hospital 
1314  E  Walnut  Street 
Washington,  IN  47501 


eff  Andersdn  Regional  Medical 
C«ltCT 

2124  14th  Street 
Meridian,  MS  39301 


Modesto  Imaging  Center 
157  E.  Coolidge  Avenue 
Modesto,  CA  95350 


Sioux  Center  Commmunity 
Ho^tal  and  Health  Center 
605  South  Main  Ave 
Sioux  Center,  lA  5 1 250 


Southern  Ohio  Medical  Center 
1121  Kinneys  Lane 
Portsmouth,  OH  45662 


Massachusetts  General  Hospital 
55  Fruit  Street 
Boston,  MA  021 14 


Clinton  Memorial  Hospital 
Regional  Health  System 
3 1  Farquhar  Avenue 
Wilmington,  OH  45177 


CJW  Medical  Center 
1401  Johnston  Willis  Drive 


08/24/2007  PA  I  Suite  102 


100073 


1457354318 


150061 


250104 


161346 


360008 


220071 


Bienes  Diagnostic 
Imaging  Center 


IN  Radiology  Department 


08/24/2007 
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Richmond,  VA  23235 


Texas  Oncology  Weatherford 
907  Foster  Lane 
Wwtherford,  TX  76086 


Sharper  Imaging  Diagnostic 
Radiology  Center 
3430  Tamiami  Trail 
Por^(^arlotte,  FL  33952 


Morristown  -  Hamblin 
Healthcare  System 
908  W.4thN.  Street 
Morristown,  TN  37814 


Puget  Sound  PET  Imaging 
6808  220th  Street  SW 
Mountlake  Ten^,  WA  98(M3 


Detar  Hospital  Navarro. 
506  E.  San  Antonio  Street 
Victoria,  TX  77902 


PET  Imaging  of  Chicago 
6801  West  34th  Street 
Suite  105 
Berwyn,  BL  60402 


Imaging  Specialists  Group,  Ltd. 
3101  Churchill  Road 
FIowct  Mound,  TX  75022 


I00539K 


OKOmed  Downtown  Imaging 
2101  Crawford  Street 
Suite  115 

Houston,  TX  77002 


Norton  Hospital 
315  East  Broadway 
^uisville,KY  40202 


Saratoga  PET  Associates,  LLC 
3  Emma  Lane 


37090 
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Park,  NY  12065 

jOsn^is  Health  Care  System 

2SD0  M£q>le  Avenue 

oh  43701  _ j 

1  .  ...  .  .  r 

1457354318 


PET  CT  Nuclear  Radiology,  Inc.  57886 
1501  Edisicio  Detantacourt, 

Suits  302 

Femadez  Juncos  Santorze,  PR 

909 


HGMS  -  Reedsburg,  WI 
2C£^3  North  Dewey  Street 
Wl 53959 


1295785079 


¥/ayne  Memorial  Hospital  34001 0 
2/uO  Wayne  Memorial  Hospital 
Goldsboro,  NC  27534 


loKiOd  Diagnostic  Services  of  IL  205040 
10419  Fleming  Road 
Csiti=ivili€,  IL  62918 


llsr-iico  Doctors'  Hospital  j4901 1 8 

1602  Skipwith  Road 
Rifbrnoad,  VA  23229 


8862377 


08/24/2007 


08/24/2007 


Suite  #105 


Femadez  Juncos 
Santorze 


08/24/2007 


Municipal  Hospital 
1200  First  Avenue  East 


1255328621 
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Spencer,  lA  51301 

l . L., 

Radilogy  LTD  LaCholla  Center 
Diagnostic  Imaging 

5960  N.  LaCholla  Avenue 

Tu’'?on>  AZ  85704 

1841261989 

SniTii  Elizabeth  Re^onal 
Medical  Center 
555  South  70th  Street 
LirK;oln,  NE  68510  . 


yrus  Community  Hospital 


i  Mercy  Hospital  of  Willard 
!  1 10  E.  Howard  Street 
j  Willard,  OH  ^890 

■jLorcCi  Columbia  Pathologists 
1 1606  East  Kessler  Boulevard 

!  Lopgview,  WA  98632 

,  -  _ — ■■■■■■  '  . — — ^ - 

i  Newton  Medical  Center 


1280020 


361316 


1361310 


745800 


170103A 


AZ  ilN/A 


08/24/2007 


600  Medical  Center  Drive 
Newton,  KS  671 14 


Qvarre-e^i  Imaging  Partners 
03  Cleveland  Street 
[Gtcji  Bend,JKS  67530 


r  trgratc  i  Medical  Imaging 
1 1040  Greenwood  Springs 
loiilevard 

Qrcerrc^cod,  IN  46143 

Avera  Sacred  Heart  Cancer 

Cnii'er 

501  Summit  Street 
Y ankton,  SD  57078 


ValleyCare  Medical  Center 
5555  W.  Las  Positas  Boulevard 
Pleasanton,  CA  94588 


NSMS  -  Mena,  AR 
3 1 1  North  Morrow  Street 
iMena,  AR  71953 


I 


08/24/2007  ¥/A 


08/24/2007 


1295791325 


08/24/2007 


221970 


430012 


1295785079 


... _ ! 


<08/24/2007  AR 


37092 
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1538113113 


Imaging  Consultants  Inc.  at 
IlawOtom 
6(K)  Federal  Street 
Aridovcr,  MA  01810 


Merriorial  Hospital  Easton 

219  S.  Washington  Street 

Easton,  MD  21601  | 

210037  j( 

I 

J 

500138  ( 

i 

i 

Alliance  Ima^ng  -  The 

Vancouver  Clinic 

700  NE  87th  Avenue 

Vancouver,  WA  98664 

8864364 

i 

Martin  Center  for  Diagnostic  and  i 
Imaging  Services 

3901  S.  Fremont  Avenue 

i  Springfid  J,  MO  65804 

260040  |i 

1  AiiJtman  Hospital 
j!2600  Sixth  Street  SW 

1  Canton,  OH  44710 

1457354318 

;  Imaging  Consultants,  Inc.  at 
j  Ilarringtori  Memorial 
:  600  Federal  Street 
j  Andover,  MA  01810 

327085  i 

1 

i 

^  1 

1 

KID  ilN/A 


08/24/2007  WA  j  Medical  Imaging 


Swedish  Covenant  Hospital 

5145  N  California  Avenue 

Chicago,  IL  60625  ] 

362179813  | 

Lourdes  Hospital 

1 530  Lone  Oak  Road 
Padukah,KY  42003 

1346244126 

Federdl'  R^^istery-Vbl'.!>t'5,  ■No.'Ji^aV  Mon’day;'  June  '2&P^w’‘f 


Federal ' Regwleipy  Vo4.'i75.-‘No?ii23 ; Mo>rtda\r."juTKy 


Ga*  '=-riri  Community  Hospital  A  i 
269  Portland  Way  South  j 

iGj’Hon,OH^833  _ ; _ J 

361325  ; 

j 

i 

3S/24/20G7 

i 

■  1 

1 

OH 

H/A^v  ..  On-iP  .  : 

■3V  iu  4  . 

;  Cncoiogy  Hematology 
!  A«=nr»?»tr:3  of  Central  Illinois  | 

;  S910  N.  Wood  Sage  Road  I 

516880 

08/24/2007  : 

1 

i 

DL. 

N/A 

Peoria,  IL  61615  j 

t 

1 

■ 

'Mid  Ohio 

j  Oncology/Hematology,  Inc. 

1376509661  . 

08/24/2007 

X 

o 

N/A 

13100  Plaza  Properties  Boulevard 

1 

i 

'jColumbus,  OH  43219 

i 

1 

1 

.  __  . ; 

i  .  ky  Imaging  Center 

i  3475  Richmond  Road 

1992876981 

i 

08/24/2007 

KY  ; 

SUITE  150 

il/^in=;,>n,K:Y  40509 

•  .  •  ! 

■r 

ir-  sK-tn  Community  Hospital 

1639131535.  * 

08/24/2007 

OH  i 

N/A- 

:  1995  East  State  Street 

i 

OH  44460  1 

i 

B  i  lTiiOai  Community  Hospital 
51339  National  Road 

360153  i 

! 

i 

1 

08/24/2007 

OH 

N/A 

|3i.Clairsville,OH43950  _ 

\  j 

j 

'  Oold-:r  CT  and  MRl  Center 
:  613  North  Colder  Avenue 

N/A  1 

08/24/2007 

TX 

N/A 

79761 

; 

iInSMS  -  Reedsburg,  WI 
i  2000  North  Dewey  Street 

1295785097 

08/24/2007 

v/I 

N/A  ; 

■{Rrcd^afg,  WI  53959 

_  ■  i 

?/r.-:rrrir-.-r-.‘!  Medical  Center 
;  351  Old  Belgrade  Road 

200039A  I 

08/24/2007 

ME 

N/A 

ME  04330 

. . . . . . . — 

Thr:  Oklahoma  PET  Center, 

PLLC 

;  3101  N.  Portland  Avenue 

Suite  330 

5o9959716M 

: 

: 

08/24/2007 

O  ■ 

N/A’ 

■ 

.  * 

i  •  * 

OkUb™  City,  OK  731 12 

I 

i 

- 

)  . j 

NSMS  -  Blytheville,  AR 

,  1295785079 

OS/24/2007 

AR 

jN/A-’ 

1 520  North  Division  Street 
Blytheville,  AR  72316 

i 

j 

i 

' 

i 

! 

1  '  ' 
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NSMS  -  Benton,  AR 
1  Medical  Park  Drive 
Benton,  AR  72015 


Mercy  Health  System 
1 000  Mineral  Point  Avenue 
Janesville,  WI 53548 


WA  Foote  Memorial  Hospital 
205  N.  East  Avenue 
Jackson,  MI  49201  • 


orthem  Michigan  Hospital  | 
416  Connable  Avenue 
Petoskey,  MI  49770 


Anchor  Health  Centers  1 

800  Goodlette  Road  N. 

Naples,  FL  34102 


New  Ulm  Medical  Center  i 

1 324  5th  North  Street  i 

New  Ulm,  MN  56073 


Radiology  Associates  of 
Brooklyn  LLP 
2021  Avenue  X 
Brooklyn,  NY  1 1235-2905 


NYOH  Mobile  PET/CT  Hudson  [1609863448 
69  Prospect  Road 
Hudson,  NY  12534 


Integris  Bass  Baptist  Health 
Center 

600  South  Monroe 

Enid,  OK  73703  ^ 


Imaging  Consultants  Inc  at 
Weymouth  Woods 
59  Performance  Drive 
Weymouth,  MA  2188 


St.  Vincent  Medical  Center 
2131  W.  Third  Street 
Los  Angeles,  CA  90057 


NY  ihSI/A 


1487690335 


50502 


/A 

/A 

[/A 

_ _ J 

r/A 

i 

j 

1 

I/A 

08/24/2007  ■  CA  :  N/A 


37096 
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Caritas  PET  Imaging,  LLC  at 
Holyoke  Medical  Center 
575  Beech  Street 
Holyoke,  MA  1040 


St.  James  Healthcare 
400  South  Clark 
Butte,  MT  59701 


Inglewood  Imaging  Center 
21 1  N.  Prairie  Avenue 
Inglewood,  CA  90301 


Dunc^  Regional  Hospital 
1700  Whisenant  Drive 
can,  OK  73534 


OhioHealth  Ambulatory  PET/CT ; 
500  Thomas  Lane 
Columbus,  OH  43214 


Baylor  Diagnostic  Imaging 
Colter  at  Junius 
3900  Junius  Street 
Suite  100 
DaUas,TX  75246. 


PET/CT  Imaging  at  White  Marsh'  FMNXOl 
9900  Franklin  Square  Drive  j 
Suite  D 

"ottingham,  MD  21236 


Coitral  Baptist  Diagnostic  . 

Colter  I 

100  Southland  Drive 
Lexington,  KY  40503  _ ‘ 


Bqidst  Health  Medical  Center  '  5F437 
NLR  PET/CT  I 

3500  Springhill  Drive 
North  Little  Rock,  AR  721 17 


08/24/2007  CA 


OK  i  POBoxlOO 


08/24/2007 


Suite  B 


Suite  100 
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Commonwealth  Hematology 

1  On-ology  1 

■  95  Bogle  Office  Park  Drive  i 

ISomerET^KY  42503  J 

1285687178 

1 

03/21/2007  : 

-■  1 

KY 

N/A 

ICon^n^nnwealth  Hematology 

!piicology 

II4I6  Southtown  Drive 

1285687178 

i 

1 

1 

i 

03/21/2007  ; 

KY  : 

N/A 

II  “-^ae,  KY  40422 

i 

.  j 

j 

; 

jJefferson  Center  City  Imaging 
jsSC  Walnut  Street 

66277 

09/07/2007  I 

FA 

N/A 

PA  19107  1 

1 

||E?IC  Imaging  Center 

1 233  NE  102  Avenue 

QQGOWCGNQ 

09/11/2007 

oT" 

N/A 

jportland,  OR  97220 

;  JPMC  and  The  Washington 
:  Hospital  Cancer  Center, 

155  Wilson  Avenue 

105589VXB 

( 

! 

•  t 

03/10/2006 

PA  1 

N/A 

PA  15301  _  ; 

1 _ i 

J 

jjr n  Diagnostic  C^ter  ; 
..1725  Harrodsburg  Road  1 

buite  100 

0406 

t 

03/08/2006  ! 

! 

KY  ; 

i 

} 

N/A 

::T  /-:r?r-CipKY  40504 

liirj/  PET  Imaging  Center 
ilcnrj?  Excelsior  Drive 

1346266319 

04/03/2007 

1 

WI 

N/A  ; 

!;r4f:d---,  WI 53717 

ili d  Imaging  -  Oakland 
!b200  Telegraph  Avenue 

77:^053 19Z 

mmimn 

CA 

N/A  ’ 

CA  94609 

ijldorCal  Imaging  -  Walnut  Creek 

11 1 14  La  Casa  Via 
;i3uite#100 

;  Walnut  Creek,  CA  94598 

Z7;7;o5319Z 

1 

03/22/2007 

CA 

N/A 

1 

!| 

37098 
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Luxora  Memorial  Hospital  of  | 

gton  * 

52  McHenry  Street 

_^WI  53105  _ 


Aurora  Medical  Center  - 
Manitowoc  County 
5000  Memorial  Drive 
Two  Rivers,  WI 54241  _ 


St  Mary's  Medical  Center 
2900  First  Avenue 
untington,  WV  25702 


Lenox  Hill  Radiology  &  Medical  W16681 
Imaging 

61  East  77th  Street  j 

cw  York,  NY  10021 


ISMS  -  Greenville,  IL 
00  Health  Care  Drive  i 

vme,IL  62246 


Medical  Outsourcing  Services 
LLC-Christie  Clinic 
1801  West  Windsor  Road 
Champug^  E.  6 1 82 1 


Ota  Radiology  [ 

2929  Fifth  Street,  First  Floor 
Rapid  City,  SD  57701 


Coffeyville  Regional  Medical 
Center 

1400  West  Fourth  Street 
Coffe^^lle,  KS  67337  _ j 


St  Mary  Medical  Center 
1201  Langhome-Newtown  Road 
Lang^me,  PA  19047  s 


N/A 

■ 

N/A 

N/A 
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Medical  Imaging  Center  at 
Windsor  Oaks 
1901  SE  1 8th  Avenue 
Building  200A  ' 

Ocala,  FL  34471 


Alliance  Imaging 
2000  Hospital  Drive 
Sedro-Woolley,  WA  98284  ; 


Watauga  Medical  Center 
336  Deerfield  Road 
Boone,  NC  28607 


Medical  Outsourcing  Services 
LLC 

315  W.  Old  Key  Dr. 

Peru,  IN  46970  *  I 


Contemporary  Imaging, 
Associates  I 

1 9900  Haggerty  Road  | 

Suite  101  I 

Livoni^  MI  48152  _ 


Greenwich  Hospital  1 

5  Perryridge  Road 
Greenwich,  CT  06830  J 


SMDC  Health  Systems  i 

400  East  Third  Street 
Muth,J^  55805  _ 


Harris  Regional  Hospital  | 

68  Hospital  Road  I 

Sylva,NC  28779  J 


Community  Memorial  Hospital  ! 
W1 80N8085  Town  Hall  Road 
Menomonee  Falls,  WI  53051 


LRI  Lincoln  Radiology  Imaging  ^  99920 
7121  Stephanie  Lane  ] 

Lincoln,  NE  68516  ^ _ j 


Bristol  Hospital 
Brewster  Road 
Bristol,  CT  06010 


37100 
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Mor-ni  Auburn  Hospital 
330  Mount  Auburn  Street 


01/29/2009  MA  IN/A 


LLC 

355  Ridge  Avenue 
Evanston,  IL  60202 


Queens  Hospital  Center 
82-68  164th  Street 
Queens,  NY  1 1432 


NYOH  Mobile  PET/Cr 
Amsterdam 
1700  Riverfront  Center 
Amsterdam,  NY  12010 


Providence  Everett  Medical 
Center 

1717  13th  Street 
Everett,  WA  98201 


Federal'  R^^er  / ybr.‘' 5- 5 mp ¥2 a'/'Monday '■' 'f u n'e  ’2 Ntet 


Ciziiccr  Center 
1475  NW  12th  Avenue 
nA.Mi  FL  33136 


- n — 

01/29/2009  ’ 

t 

{ 

• _  __  1 

1 

1 

1 

— 1 

01/29/2009 

J 

_ ---J 

t 

1 

i 

-.J 

Outsourcing  Service 

i 

1025  Maine  Street 
Q^cy,IL  62301 _ 


Tr:~  Imaging  Center 
495  Gloster  Creek  Village 
Suite  G1 

Ti  p^lo,  MS  38891 


4SMS  -  Forrest  City,  AR 
1601  Newcastle  Road 
Forrest  City,  AR  72336 

Oiendale  Adventist  Medical 
1509  Wilson  Terrace 
Gf-ndde,  CA  91206 


IlMkini  Beach,  FL  33140  _ j 

■  Cgcv  :r  University  Radiology  ^  1 7983 

■  900  Centennial  Boulevard  j 

¥oorhees,NJ  08043  _ | 

Ge^^rgs  Washington  University  9000 1 

Hospital 

900  23rd  Street,  NW 

Wn=h-np  or,  DC  10021 


•  _ Jl  , 

il01/29/2009  Iw  |h/A 


01/29/2009  mi 


SW62r 


Federal  RuH-.terV  Vt>lyl75,<  / Moriday'^Jutt©'  NtottfeeS 


i  -  ingmoiii  United  Hospital 
i  1 8  E.  College  Drive 

Chcyc:  nc,  WY  82007 


c  irove  City  Medical  Center 
631  N  Broad  Street 
Orov5  City  PA  16127 
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Fillton  Center  Health  Center  i 

34555  Chagrin  Boulevard 
Icieveland,  OH  43567  ] 

361333 

01/29/2009 

OH  |] 

N/A  ! 

NSMS- Fairfield,  IL 

1295785097 

01/30/2009  ! 

IL  i 

N/A  I 

303  NW  11th  Street 

i 

i 

Fairfield,  IL  62837 

( 

..  . . ...J 

_ i 

St  Helena  Hospital  i 

10  Woodland  Road  j 

50013  ! 

01/30/2009 

CA  1 

N/A  1 

St  Helena,  CA  94574  . 

Bayshore  Medical  Center 

4000  Spencer  Highway 

1174576698 

01/30/2009  : 

\ 

TX  ! 

■■ 

N/A 

Pasadena,  TX  77504 

RedBud  Community  Hospital 

1 5630  1 8th  Avenue 

51317 

01/30/2009  ; 

CA  ; 

N/A  i 

Clearlake,CA  95422  i 

_ ; _ _ 1 

Ta^or  Regional  Hospital 

180087 

01/30/2009  ! 

KY  i 

N/A  1 

125  Greenbriar  Drive 

V  : 

Campbellsville,  KY  42718 

j 

St  Mary's  Medical  Center  I 

901  St  Mary's  Drive  | 

150100  ^ 

i 

1 

01/30/2009  ; 

IN  1 

N/A 

Evansville,  IN  47750 

: 

! 

_ j 

RUSH  University  Medical 

1932213600 

01/30/2009  1 

IL  I 

N/A  j 

Center 

f 

1 

i 

1750  W  Harrison  Street 

i 

1 

Jones  106 

i 

j 

Chicago,  IL  60612 

_ J 

Parkview  Molecular  Imaging 
2428  Santa  Monica  Boulevard 
Suite  #302 

G17328A 

01/30/2009 

CA  ; 

N/A  i 

Santa  Monica,  CA  90404 

...  ..  . . . .  -  J 

Insist  Diagnostic  Center 

1121  8th  Avenue 

1932166105 

01/30/2009 

TX 

N/A  1 

Fort  Worth,  TX  76104 _ 

I  Monongahela  Valley  Hospital 

1 1163  Country  Club  Road 

1  Monongahela,  PA  15063 

390147 

01130(2009 

PA 

N/A 

37104 
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Florida  Cancer  Specialists/ 

Del  Prado 

81 1  Del  Prado  Boulevard 

Cord,  FL  33990 _ 


MPHS 

100  S.  San  Mateo  Drive 
San  Mateo,  CA  94403 


Griffin  Hospital 
130  Division  Street 
y,CT6418 


West  Jefferson  Medical  Center 
1101  Medical  Center  Boulevard 
Marrero,  ^70072 


Mercy  Hospital  of  Tiffin 
485  West  Maik^  Street 
Tiffin,  OH  44883 


Dr.  Haroutioun  S.  Shahinian 
10767  Gateway  W 
El  Paso,  TX  79935 


olston  Valley  Medical  Center 
130  W  Ravine  Road 
TN  37660 


Pinnacle  Health  Imaging  at  West  390067 
Hanover 

8012  Bretz  Drive  * 

Harrisburg,  PA  171 12 


Indian  Path  Medical  Center 
2205  Pavilion  Dr  j 

Jn^iort,  TN  37660  _ | 


Regiohal  Medical  Ima^ng 
2486  Nerredia 
Hint,  MI  48532 


Modesto  Radiology  Imaging 
1 524  Mchenry  Avenue 
Suite  100 

Modesto,  CA  95350 


Texas  Cancer  Clinic 
9102  Floyd  Curl  Drive 
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San  Antonio,  TX  78240  1 

-.r-nr— rmr-,T--ii  - ; 

I 

Mercy  Anderson  Hospital  | 

1457354318  1 

01/30/2009  1 

OH 

N/A  j 

7500  State  Road  j 

1 

Cincinnati,  OH  45255  ■ 

i 

Henry  Ford  Macomb  i 

1457354318 

01/30/2009  ; 

MI  1 

N/A  i 

15855  Nineteen  Mile  Rd 

Clinton  Township,  MI  48038 

1 

j 

1 

Kennedy  Outpatient  Medical  i 

310086 

01/30/2009  i 

NJ  i 

N/A  1 

Imaging 

900  Medical  Center  Drive 

Sewell,  NJ  08080 

1 

i 

Memorial  Hermann  Northeast 

450684 

01/30/2009  : 

TX  1 

N/A  I 

18955  Memorial  North 

Humble,  TX  77338 

i 

Comprdiensive  Cancer  | 

1013090075 

01/30/2009  ^ 

OK 

N/A  1 

Center,Cancer  Specialists,  OK 
3525  NW  56th  Street  ! 

C150 

Oklahoma  City,  OK  731 12  | 

•  1 

i 

1 

RIS  Lakeland  > 

584 

01/30/2009  1 

FL  1 

N/A 

1305  Lakeland  Hills  Boulevard 
Lakeland,  FL  33805  ; 

! 

Bayshore  Community  Hospital  i 

310112 

01/30/2009  1 

NJ 

N/A 

727  North  Beers  Street 
Holmdel,NJ  07733 

i 

Qu^atient  Radiology  LLC 

13%704474 

01/30/2009 

WY 

N/A 

419  S.  Washingont  Street 

Suite  101 

C?^,  WY  82601 

University  Hospital  and  Medical 

1144274770 

01/30/2009 

FL 

N/A 

Center 

:  7201  North  University  Drive 

1  Tamarac,  FL  33321 

1 

!  ; 

1  University  Cancer  Center, 

00Y285 

01/30/2009 

TX 

!n/a 

1  Huntsville 
i  640  Interstate  45  N 

1  Huntsville,  TX  77340 

\ 

j 

; 
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San  Jacinto  Methodist  Hospita  450424 
4401  Garth  Road 
Baytown,  TX  7752 1 


niversity  Cancer  Center,  Brenha|00Y285 
605  Medical  Court  101  ' 

Brenham,  TX  77833 


Methodist  Hospital 
165  at  21st  Street 
Indianqwlis,  IN  46206 


Mount  Kisco  Medical  Group 
34  S.  Bedford  Road  I 

Mount  Kisco,  NY  10549  ! 


Danville  Regional  Medical  Center  490075 
142  South  Main  Street  ^ 
ville,VA  24541 


Hammond  Clinic 
9800  Valparaiso  Drive 
unstCT,  IN  46321 


01/30/2009 


150056 


MO0W067610 


1457354318 


8865493 


nivCTsity  of  Connecticut  Health  300001399 
Center 

263  Farmington  Avenue 
Farmington,  CT  06030 


Clinch  Valley  Medical  Center  1871534297 
2949  West  Front  Street 
Richlands,VA  24641  * 


St  Mary  Corwin  Medial  Center  J840405257 
1008  Minnequa  Avenue 
^eblo,  CO  8J004 


Insight  Imaging-Saint  John's 
Regional  Medical  Center  I 

1700  N  Rose  Avenue 
Suite  110 

Oxnard,  CA  93030 
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Trinity  Hospitals 
407  3rd  Street  SE 
Minot,  ND  58701 


Morris  County  Imaging 
310  Madison  Avenue 
Morristown,  NJ  07960 


Lake  Norman  Regional  Medical 
Center 

171  Fairview  Road 
ooresville,  NC  28117 


U 


Advantage  Imaging,  LLC 
3733  Park  East  Drive 
Suite  100 

Beachwood,  OH  44139 


Marlette  Regional  Hospital 
2770  Main  Street 
PO  Box  307 
M^lette,MI  48453 


Lewisburg  Cancer  Center 
75  Medical  Park  Drive 
Lewisburg,  PA  17837 


edical  Imaging  of  Fredericksbui 
1201  Sam  Perry  Boulevard 
Suite  102 

Fredericksburg,  VA  2240 


Medical  Outsourcing  Services  LL) 
450  Chew  Street 
Allentown,  PA  18102 


Southeastern  Regional  Medical 
Center  ; 

300  West  27th  Street  j 

Lumberton,  NC  28358  j 


Meridian  Health,  Riverview 
Medical  Center 
1  Riverview  Plaza 
Red  Bank,  NJ  07701 


Shands  Jacksonville 
555  W.  8th  Street 
Jacksonville,  FL  32209 


100001 


231330 


31076 


37108 
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1710915483  01/30/2009 


Medical  Oncology  Associates,  P.S  GAB37015 
6001  N  Mayfair  Street  i 

Spokane,  WA  99208 


DMS  Imaging 
10121  Pine  Avenue 
Tru^ee,CA  96161 


orthwest  Medical  Center 
2801  N.  State  Road  7 
Margate,  FL  33063 


St.  Joseph  Hospital 
1907  W.  Sycamore  Street 
Kokomo,  IN  46904 


yo  Clinic  Jacksonville 
SOO  San  Pablo  Road 
acksonville,  FL  32224 


Jewish  Hospital 
200  East  Liberty  Street 
Louisvme,KY  40222 


iverview  Hospital  Association  520033 
10  Dew^  Street 
Wisconsin,  Rapids  WI 54495 


Quantum  PET  -  Mt.  Nittany  . 
Medical  Center  I 

1800  East  Park  Avenue 
State  College,  PA  16803 


Crqrital  Medical  Center 
3900  Cs^ital  mall  Drive 
Olympia,  WA  98502 


Treasure  Hills  Imaging  Center 
2121  Pease  Street  j 

Harlingen,  TX  78550  _ | 


King's  Daughter’s  Hospital  & 
Health  Services 
One  King's  Daughters  Drive 
Madison,  IN  47250 


40635 
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1457354318 


St.  Luke's  Hospital 
East  Campus 
85  Grand  Avenue 
^Thom^,KY^7^  ; 


Greenview  Region^  Hospital 
1801  Ashley  Circle 

owling  Green,  KY  42104  ;|  _ j 


TJ  Samson  Community  Hospital '1457354318 
1301  N.  Race  Street  ' 

Glasgow  KY  42141 


Watson  Clinic  LLP 
1 600  Lakeland  Hills  Boulevard 
Lakeland  FL  33805 


Major  Hospital 
2455  Inteliplex  Drive 
Shelbyville,  IN  46176  , 


Carroll  Precision  Imaging  Center 
680A  Poole  Road 
estminster,  MD  21157 


ovidence  Hospital 
16001  West  Nine  Mile  Road 
PO  Box  2043 
Southfield,  MI  48037 


Lexington  Clinic 
1221  South  Broadway 
Lexington,  KY  40504 


St  Francis  Hospital 
6161  S.  Yale  Avenue 
Tulsa,  OK  74136 


Center 


Morrow  Coimty  Hospital 
651  West  Marion  Road 
IMount  Gilead,  OH  43338 


Alliance  Imaging  -  Gritman 
Medical  Center 


17902911 


37110 
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Fairfield  Diagnostic  Imaging 
1241  River  Valley  Boulevard 
Lancaster,  OH  43 1 30 


PET  Imaging  of  Thornton 
9461  Huron  Street 
Thornton,  CO  80260 


East  Bay  Medical  Oncology 
4721  Dallas  Ranch  Road 
Antioch,  CA  94513 


MultiCare  Health  System/ 
Tacoma  General  Hospital 
316  Martin  Luther  King  Way 
Tacoma,  WA  98405 


University  of  Wisconsin- 
Hospital  and  Clinics 
600  Highland  Avenue 
Madison,  WI 53792 


Open  MRI  and  CT  of  South 
Miami,  LLC 
101  NW  1st  Avenue 
Delray  Be^h^FL  33444 


Dearborn  County  Hospital  I 

600  Wilson  Creek  Road  I 

Lawrenceburg,  IN  47025 


Alliance  Imaging  Inc-Desert  | 

Imaging 

118  Castellano  Drive 
^asoj^  79912  ; 


NSMS  -  Hamburg,  lA 
209  Limestone  Pass 
Cottage  Grove,  WI  53527 


NSMS  -  Memphis,  MO 
Sigler  Avenue 
RR#lBox53 
Memphis,  MO  63555 


Alliance  Imaging  -  Hematology  2 1 6057 
Oncology  « 

71 5  W.  North  Avenue 
Melrose,  Park  BL  601 60 


37112 
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South  Miami  Hospital 
6200  SW  73ni  Street 
Miami,  FL  33143 


1982688230 


01/30/2009 


_ I 


FL 


iThe  PET/CT  Center  of  North 
Florida 

2161  Kingsley  Avenue 
[Orange  Paric,  FL  32073 


1952320467 


01/30/2009 


FL 


m/A 


lAscent  Diagnostic  Imaging  of 
iITamarac 

7180  North  University  Drive 
jTamarac,  FL  33321 


AL571 


01/30/2009 


FL 


m/A 


.j 


ItWilson  Medical  Center 
1705  Taiboro  Street  SW 
|Wason,KY  41075 


340126 


02/02/2009 


NC 


N/A 


[Lexington  Medical  Center 
811  W.  Main  Street 
Lexington,  KY  42141 


1457354318 


02/02/2009  ! 


SC  I 


\N/A 


[Merced  MIU 
3365  G  Street 
Suite  100 

[Merced,  KY  42104 


19963Z 


02/02/2009 


CA  iN/A 


Memorial  Diagnostic  Center 
2901  Swann  Avenue 
Tampa,  FL  33805 


100206 


02/02/2009 


FL 


\N/A 


|The  PET/CT  Center  of  North 
Florida 

1375  Roberts  Road 
[Jacksonville  Beach,  FL  46176 


1932196243 


02/02/2009 


FL 


N/A 


[The  PET/CT  Center  of  North 
Florida 

300  Health  Park  Boulevard  #100 
St.Au£^tine,  FL  32086 


Oncology  Hematology  West, 
P.C. 

17201  Wright  Street 
Suite  100 
Omaha,  NE  68130 


1861427155 


02/02/2009 


FL 


N/A 


1932178530 


02/02/2009  NE  i  N/A 


[The  PET/CT  Center  of  North 
Florida 


1902893902 


02/02/2009 


FL 


N/A 
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795  SW  State  Road  47  i 

Lake  City,  FL  32025  ; _ 

The  PET/CT  Center  of  North  1 1457529786 
Florida  | 

710  Lomax  Street  \ 

Jacksonville,  FL  32204  _ ; _ 


Provena  Saint  Joseph  Medical 
Center 

2000  Glenwood  Avenue  | 

oliet,IL  60435 


Montgomery  County  Advanced  j  1 1 343 1 5369 
Medical  Imaging,  LLC 
2701  Blair  Mill  Road 
Blairwood  Building  | 

Suite  3  1 

Willow  Grove,  PA  19090  | 


edical  Outsourcing  Services 
LLC 

One  Elizabeth  Place 

Dayton,  OH  45408  j 


1710089636 


1174574115 


i  1457529786  02/02/2009  i  FL 


140007 


102/02/2009 


02/02/2009 


Hudson  Valley  Radiology 
Associates  of  Westchester 
115  Main  Street 
Tuckahoe,  NY  10707 


Advocate  Illinois  Masonic 
Medical  Center 
3000  North  Halsted 
Suite  100 
Chicago,  IL  60657 


363196629  1 02/02/2009 

.  ) 


Baptist  Memorial  Outpatient 
Diagnostic  Center 


02/02/2009 


02/02/2009  MS 


/A 

/A 

f/A 

37114 
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All-' 'n -^3  Imaging  -  Great  Falls  1 790978 1 46  1 02/02/2009 

ClMc  I 

3000 15th  Avenue  South  |  I 

Great  Falls,  MT  59405  _  I 


Cftr  tra!  DuPage  Hospital 
25  N  Winfield  Road 
V/infield,  IL  60190 


Madirsl  Outsourcing  Services 

LLC 

4932  W  95th  Street 
Oak  Lawn,  IL  60453 


!!  i ti  3  Cancer  Center  at  Lake  '| 1 5 1 8024934 


7901  Lake  Manassas  Drive 

lOntnrivillaVA  20155 


i  Zwanger-Pesiri  Radiology,  LLP  |  W1391 
:  EO  Maple  Avenue 

NY  11787 


j  Oiiio  Valey  General  Hospital 
500  Pine  Hollow  Road 
||M^Xrcs  Rocks,  PA  15136 

|jRockwc»>d  Clinic  Radiation 

jjOnxOogy 

;i2410  E.  Sinto  Avenue 

iSjxkane  Vdley,  WA  99216 


i  RegiAnai  West  Medical  Center 
114021  Ave.  B 

NE  69361 

I  BiiPsge  Medical  Group  at 
^  Rickert 

llOOW.  31st  Street 
DcmTi-ars  Grove,  IL  605 1 5 


:390157 


156600 


02/02/2009 


02/02/2009  PH 


02/02/2009 


;N/A 

^N/A 

^N/A  • 

i ..  . 
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North  Kansas  City  Hospital 
|2800  Clay  Edwards  Drive 
arkvilie,  MO  64116 


West  Hernando  Diagnostic 

3315  Commercial  Way 
Spring  Hill,  FL  34606 


NSMS  -  Robinson,  IL 
1000  N.  Allen  Street 
Robinson,  IL  62454 


Memorial  Hospital 
71 5  South  Taft  Avenue 
Fremont  OH  43420 


Samaritan  Imaging  Center 
1245  Wilshire  Boulevard 

Suite  205 

Los  Angeles,  CA  90017 


Aurora  West  Alllis  Medical 

Cents- 

901  West  Lincoln  Avenue 
est  Allis,  WI 53227 


Hematology  &  Oncology 
Specialists,  LLC 
39  Starbrush  Circle 

Covingion,  LA  70433 


DDIS-PB 

3250  Westchester  Avenue 
Bronx,  NY  10461 


Toledo  Clinic,  Inc. 
4235  Secor  Road 
Tol^o,  OH  43623 


CDSA 

1421  Third  Avenue 
New  York,  NY  10028 


Cariccr  Care  Centers  of  South 


260096 


W30661 


1144217894 


1982700951  02/02/2009 


1225064603 


/A 

\/A 

\/A 

37116 
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jiexas 


j  2130  NE  Loop  410 
100 

Sail  Antonio,  TX  78217 


16130  Ventura  Boulevard 
hpf.ir'O,  CA  91436 


Clinic  -  Rice  Lake 

Ccfitor 

1700  West  Stout  Street 
Rice  Lake,  WI 54868 


390452970  . 

i 

02/02/2009  1 

1 

1962457812 

i 

02/02/2009  i 

CA 

1164460077 

■ 

I 

02/02/2009 

A_? 

15090  , 

02/02/2009 

□0167 


1558329581 


^  Ciii  Diagnostic  Imaging  of  ,|AL744 
Jacksonville 
210  Belfort  Road 

olte  130 

Jacksonville,  FL  32256 

Regional  Medical  Center  1477527497 
12  Prospect  Street 
MA  01757 

f  rns  Cancer  Team  Beilin  Health  Ih:;0  1 1 4 


fL  iN/A 


!02/02/2009 


|02/02/2009  K4A  N/A 

;  02/02/2009  V/1  N/A 
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1 580  Commanche  Avenue 
Green  Bay,  WI 543 13 


Community  Cance  Center  of 
North  Florida 
7000  NW  11th  Place 
Gainsville,  FL  32605 


Epic  Care  Dublin 
6380  Clark  Avenue 
Dublin,  CA  94568  , 


Cornerstone  McLaughlin  & 
Marte 

3850  Tampa  Road 
Palm  Harbor,  FL  447 1 8 


Methodist  Dallas  Medical  Center 
1441  N.  Beckley  Avenue 
Dallas,  TX  75203 


Methodist  Charlton  Medical 
Center 

3500  W.  Wheatland  Road 
D^as,  pc  75737 


Riverview  Hospital 
395  Westfield  Road 
obelsville,  IN  46060 


North  Bay  Imaging 
625  W.  Baldwin  Road 
P^am^a  City,  Ip  p405 


University  Medical  Center 
602  Indiana  Avenue 
Lubbock,  TX  79413 


Toms  River  X-Ray/CT/^>IRI 
Center 

154  Highway  37  W 
Toms  River,  NJ  08755 


St,  Mary's  Hospital  Imaging 
Department 

25500  Point  Lookout  Road 
Leonardtown,  MD  20650 


Banner  Good  Samaritan  PET 


37118 
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Phod>e  Putney  Memorial 
Hospital 

2709  Meredyth  Drive 
\lbany,GA  31707 


Trinity  MedicalCenter 
800  Montclair  Road 
Binning^iam,  AL  35213 


Diagnostic  Clinic 
1551  West  Bay  Drive 
Largo,  FL  33770 


Titus  Re^onal  Medical  Center 
2001  North  Jefferson  Avenue 
oimt  Pleasant,  TX  75455 


Snow  Canyon  Clinic 
272  East  Caiter  Street 
Ivins,  UT  84738 


way  Medical  Caiter 
300  Singleton  Ridge  Road, 
P6  Box  829 
Conway,  SC  29526 


CHRISTUS  Central  Louisiana 
Imaging  Center 
3704  North  Boulevard 
Mexainiria,  LA  71301 


190019 
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Cobre  Valley  Community 
Hospital 

5880  S.  Hospital  Drive 
Globe,  AZ  85501 


Wuesthoff  X-Ray  and  Lab  at 
Baytree 

7970  N.  Wickham  Road 
Melbourne,  FL  32940 


Avera  Holy  Family 
826  North  8th  Street 
Estherville,  lA  51334 

Hannibal  Regional  Hospital 
6000  Hospital  Drive 
Hannibal,  MO  63401  ' 

Alliance  Imaging 
Dreyer  Clinic 

1221  North  Hi^and  Avenue 
Aurora,  IL  60506 


Cancer  Care 

11100  Heftier  Pointe  Drive 
Oklahoma  City,  OK  73120 


Fisher-Titus  Medical  Center 
272  Benedict  Avenue 
Norwalk,  OH  44857 


Oaklawn  Hospital 
200  North  M^ison  Street 
Marshall,  MI  49068 


xie  Regional  Medical  Center 
544  South  400  East 
St.  George,  UT  84790 


New  Jersey  Institute  of 
Radiology 
630  Broad  Street 
Carlstadt,  NJ  07072 


Medical  Diagnostic  Imaging 
4349  Treadaway  Boulevard 
Abilene,  pc  79602 


Richmond 


37120 
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Ohio  Cancer  Specialists 


1275536799  ;i02/0i/2009 


OH  44906 


Vantage  Diagnostic  Imaging 
3i  00  W.  Heftier  Road 

City,  OK  73120 


11316917040 


2/03/2009 


400522173  ii02/03/2009  llot 


11455  Hickey  Boulevard  #200 

iOzly  City,  CA  94015 

for  Cure 

^95  SW  State  Road  47 
City,  FL  32025 


ijArt  ..n -3  Cancer  Center  PET/CT !  1477535391  IjOi 
ij9C01  Lile  Drive  ’  \ 

pji-o  106  ■  ;! 

^Rock,AR7220S  !  ;i 

jlgn,  n-.-r  t  Georgia  Health  System!  110025  i  Ot 

I2415  Paikwood  Drive 

fciuriiTTi-tGA  31520  i  i 
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2191  Mowry  Avenue 
Suite  500-H 
Fremont,  C A  94538  , 


RADS  (Radiology  and 
Diagnostic  Services) 
7160  W.  20th  Avenue 
Suite  Ml 26 
IHialeah,  FL  33016 


Kaweah  Delta  Imaging  Center 
4949  W.  Cypress  Avenue  ! 
Visalia,  CA  93277  i 


University  of  South  AL  Mitchell  !  H398 
Cancer  Institute 
1660  Springhill  Avenue 
Mobile,  AL  36604 


1073504981 


Murray-Calloway  County 
Hospital 

803  Poplar  Street 
Murray,  KY  42071 


Arizona  Center  for  Hematology  i  Z3 1 627 
and  Oncology  ' 

14674  W.  Mountain  View 
Boulevard 
113 

Surprise,  AZ  85374 


Wake  Radiology  Diagnostic 
Imaging,  Inc. 

300  Ashville  Avenue 
Suite  180 
Cary,  NC  27518 


e  Vancouver  Clinic 
700  NE  87th  Avenue 
Vancouver,  WA  98686 


Evergreen  Hemtology  & 
Oncology,  P.S. 

309  E.  Farwell  Road 


1538123450 


685900 


1558461962 


1255592218 


37122 
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Sadler  Clinic  I 

9305  Pinecroft  Drive 
The  Woodlands,  TX  77380 


Medical  Center  Hospital 
500  West  4th  Street 
Odessa,  TX  79760 


Cascade  Medical  Imaging 
2500  NE  Neff  Road 
Bend,  OR  97701 


Palps  Community  Hospital 
1 5300  West  Avenue  i 

Orland  Park,  IL  60462 


Lemmen  Holton  Cancer  Pavilion  i  230038 

145  Michigan  Street,  NE 

Grand  Rapids,  MI  49503  | 


Houstcm  Cancer  Institute 
1220  Blalock 
Suite  100 

Houston,  TX  77055  . 


Hudson  Valley  Hematology  -  \ 

Oncology  Associates 
19  Baker  Avenue 
Suite  100 

Poug^eepsie,  NY  12601 


North  Shore  Radiology  at  Glen  j  1003024662 
Cove,  PC 
10  Medical  Plaza 
Suite  106 

Glen  Cove,  NY  11 542 


Cape  Radiology 
401 1  Route  9  South 
PO  Box  244 
Rio  Grande,  NJ  08242 


Frederick  Imaging  Centers,  LLC 
46  B  Thomas  Johnson  Drive 
Suite  100 

rederick,  MD  21702 


EP  Medical  Imaging  Technology  j 
10767  Gateway  West 


37124 
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40635 


Quantum  PET  -  Hanover 
Hospital 

300  Highland  Avenue 
Hanover,  PA  17331 


Parrish  Medical  Center 
941  North  Washington  Avenue 
Titusville,  FL  32796 


California  Diagnostic  Imaging  ;  TP  1 1 3 

Center,  Inc. 

828  Soutli  Grand 
Suite  107 

Glendoro,  CA  91740 


orCal  Imaging  -  Pleasanton 
5924  Stoneridge  Drive 
Pleasanton,  CA  94588 


Sadler  Clinic  ,  I 

9305  Pinecroft  Drive 
'Hie  Woodlands,  TX  77380 


Medical  Center  Hospital 

500  West  4th  Street  > 

Odessa,  TX  79760 


Cascade  Medical  Imaging 
2500  NE  Neff  Road 
Bend,  OR  97701  ' 


Palos  Community  Hospital 
1 5300  West  Avenue 
Orl^d  Park,  IL  60462 


Lemmen  Holton  Cancer  Pavilion ' 
145  Michigan  Street,  NE 
Grand  Rapids,  Ml  49503 


Houston  Cancer  Institute 
1220  Blalock 
Suite  100 

Houston,  TX  77055  _ _ j 


Hudson  Valley  Hematology  - 
Oncology  Associates 
19  Baker  Avenue 
Suite  100 

Poughkeepsie,  NY  12601 
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Ncilli  Shore  Radiology  at  { 

:G!onCove,PC  ? 

;  10  Medical  Plaza  | 

l3!iityl06  j 

Glen  Cove,  NY  11542 

1003024662 

j 

i 

! 

i 

i 

02/03/2009  = 

NY  i 

N/A  j 

I  Radiology 

1972592194  | 

02/03/2009  ! 

NJ  i 

N/A  j 

1  'i0\  1  Route  9  South 
irOBox244 

1  BJo  Grande,  NJ  08242  > 

J 

liBr  :  “rrGk  Imaging  Centers,  LLC  i 

1063699940  '  I 

02/03/2009  : 

MD  1 

rl/A  ■ 

;i  1 6  B  Thomas  Johnson  Drive 

is^^tsioo 

I  Fi€<ii-nvkj  MD  21702 

1 

i 

_ ] 

-  ' 

IF'?  Medical  Imaging  Technology ! 

1508987165 

02/03/2009  ' 

TX  ! 

N/A  • 

i 10767  Gateway  West 

|j3dt3  520 

pP^,TX  79935  , 

: 

j 

1 

l/jiSr-iis  Diagnostics  j 

1053382457 

C2/03/2009  ! 

— ^ 
FL  1 

N/A 

|1 344  S  Apollo  Boulevard  | 

1 

1 

32901 

i 

1 

I 

j 

i  Tri  Ciiy  PETCT  at  Vista 

11545003^3  1 

02/03/2009  i 

CA  1 

N/A  *  ; 

9C2  Sycamore  Avenue  #120 

Vista,  CA  92081 

I 

i 

;  Firfri.'-i  Cancer 

1760590962 

G2/Q3/2009 

FL  1 

H/A  i 

!  Downtown 

!  1970  Golf  Street 

Isorf  r-tn,  FL  34236 

. .  .  J 

1 

i  Arirr.nr;  Oncology  Associates  - 

1235193459 

■02/03/2009 

AZ 

ivA  ; 

j  2772  East  Highland  Avene 

13-115  130 
ph^nix,  AZ  85016 

. 

;  s  >  ?  Vegas  Radiology 

jl972714970 

02/03/2009 

BP/ 

|W/A 

1 7500  Smoke  Ranch 

1  Suits  100 

;pV^^,NV  89128 

1 

li . . 

Outsourcing  Services 

1700812294 

;  02/03/2009 

IN 

|n/a 

jj2>u0  W.  16th  Street 

IN  47421 

i  .  . . 

•  . . -  '  ■  -  -I 

Federal  Register/ Vol.  75,  No.  123 /Monday,  June  28,  2010 /Notices 


37127 


Addendum  XIII 

Medicare-Approved  Ventricular  Assist 
Device  (Destination  Therapy)  Facilities 
[January  Through  March  2010] 

On  October  1,  2003,  we  issued  our 
decision  memorandum  on  ventricular 
assist  devices  for  the  clinical  indication 
of  destination  therapy.  We  determined  . 


that  ventricular  assist  devices  used  as 
destination  therapy  are  reasonable  and 
necessary  only  if  performed  in  facilities 
that  have  been  determined  to  have  the 
experience  and  infrastructure  to  ensure 
optimal  patient  outcomes.  We 
established  facility  standards  and  an 
application  process.  All  facilities  were 
required  to  meet  our  standards  in  order 


to  receive  coverage  for  ventricular  assist 
devices  implanted  as  destination 
therapy. 

VAD  Destination  Therapy  Facilities 

The  following  facilities  have  met  the 
CMS  facility  standards  for  destination 
therapy  VADs. 


Facility 


Advocate  Christ  Medical  Center,  4440  W  95th  Street,  Oak  Lawn, 
Illinois. 

California  Pacific  Medical  Center,  2333  Buchanan  Street,  San 
Francisco,  California. 

Baptist  Memorial  Hospital,  6019  Walnut  Grove  Road,  Memphis, 
Tennessee. 

Duke  University  Medical  Center,  DUMC  Box  3943,  Durham,  North 
Carolina. 

Fairview-University  Medical  Center,  2450  Riverside  Avenue,  Min¬ 
neapolis,  Minnesota. 

Allegheny  General  Hospital,  320  E  North  Avenue,  Pittsburgh, 
Pennsylvania. 

Barnes-Jewish  Hospital,  One  Barnes-Jewish  Hospital  Plaza,  Saint 
Louis,  Missouri.  , 

Brigham  and  Women’s  Hospital,  15  Francis  Street,  Boston,  Mas¬ 
sachusetts. 

Bryan  LGH  Medical  Center  East,  1600  S  48  Street,  Lincoln,  Ne¬ 
braska. 

Cedars-Sinai  Medical  Center;  8700  Beverly  Boulevard,  Los  Ange 
les,  California. 

Clarian  Health  Partners,  Inc.,  1701  N.  Senate  Avenue,  Indianap¬ 
olis,  Indiana. 

Cleveland  Clinic,  9500  Euclid  Avenue,  Cleveland,  Ohio . 

Hahnemann  University  Hospital,  Broad  and  Vine  Streets,  Philadel¬ 
phia,  Pennsylvania.  I 

Hospital  of  the  University  of  Pennsylvania,  3400  Spruce  Street, 
Philadelphia,  Pennsylvania. 

Henry  Ford  Hospital,  2799  W.  Grand  Boulevard,  Detroit,  Michigan 
Inova  Fairfax  Hospital,  3300  Gallows  Road,  Falls  Church,  Virginia 
Jewish  Hospital,  200  Abraham  Flexner  Way,  Louisville,  Kentucky  .. 
Jackson  Memorial  Hospital,  1611  NW  12th  Avenue,  Miami,  Florida 

LDS  Hospital,  8th  Avenue  and  C  Street,  Salt  Lake  City,  Utah  . 

Johns  Hopkins  Hospital,  600  N.  Wolfe  Street,  Baltimore,  Maryland 

Loyola  University  Medical  Center,  2160  S.  1st  Avenue,  Maywood, 
Illinois. 

Lutheran  Hospital  of  Indiana,  7950  W.  Jefferson  Boulevard,  Fort 
Wayne,  Indiana. 

Massachusetts  General  Hospital,  55  Fruit  Street,  Boston,  Massa¬ 
chusetts. 

Mayo  Clinic,  4500  San  Pablo  Road,  Jacksonville,  Florida . 

Medical  City  Dallas  Hospital,  7777  Forest  Lane,  Dallas,  Texas  . 

The  Methodist  Hospital,  6565  Fannin  Street,  Houston,  Texas  . 

Montefiore  Medical  Center,  111  E.  210th  Street,  Bronx,  New  York 
Methodist  Specialty  and  Transplant  Hosoital,  8026  Floyd  Curl 
Drive,  San  Antonio,  Texas. 

Newark  Beth  Israel  Medical  Center,  201  Lyons  Avenue,  Newark, 
New  Jersey.  i 

Mount  Sinai  Medical  Center,  1190  5th  Avenue,  New  York,  New  j 
York.  1 

New  York-Presbyterian  Hospital,  177  Fort  Washington  Avenue, 
New  York,  New  York. 

Ohio  State  University  Medical  Center,  410  W.  10th  Avenue,  Co¬ 
lumbus,  Ohio. 

Oregon  Health  and  Sciences  University,  3181  SW  Sam  Jackson 
Park  Road,  Portland,  Oregon.  I 

OSF  St  Francis  Medical  Center,  530  NE  Glen  Oak  Avenue,  Peo-  ' 
ha,  Illinois.  ^  I 

Penn  State  Milton  S  Hershey  Medical  Center,  500  University  I 
Drive,  Hershey,  Pennsylvania. 

Rush-Presbyterian-St  Luke  Medical  Center,  1653  W  Congress  | 
Parkway,  Chicago,  Illinois.  i 


Provider  No. 

Date  approved 

•  1 

State 

140208 

12/17/2003  j 

1 

IL 

050047 

03/19/2004  i 

CA 

440048 

04/07/2004  i 

1 

TN 

340030 

10/31/2003  i 

NC 

240080  I 

10/28/2003  ' 

i 

MN 

I 

390050  1 

1 

1 

12/10/2003  j 

PA 

1 

260032  i 

10/27/2003 

MO 

220110 

01/09/2004  1 

MA 

280003  ! 

10/23/2003 

NE 

1 

050625  1 

! 

12/29/2003  i 

CA 

150056 

11/25/2003  1 

IN 

360180 

12/03/2003  1 

OH 

390290  i 

1 

12/22/2003  1 

PA 

390111 

10/28/2003  1 

PA 

230053 

01/06/2004  ! 

Ml 

490063 

03/31/2004  1 

VA 

180040 

t1/1 0/2003 

KY 

100022 

01/12/2004 

FL 

460010 

10/23/2003 

UT 

210009/ 

10/28/2003 

MD 

1790700904 

140276 

01/30/2004 

IL 

150017 

CO 

o 

o 

o 

IN 

220071 

j  12/15/2003 

j  MA 

100151 

11/06/2003 

1  FL 

450647 

12/03/2003 

i  TX 

450358 

11/03/2003 

i  TX 

330059 

11/14/2003 

;  NY 

450388 

11/19/2003 

!  TX 

310002 

11/14/2003 

i  NJ 

330024 

!  11/25/2003 

;  NY 

330101 

1  10/28/2003 

:  NY 

360085 

!  11/12/2003 

;  OH 

380009 

1 

1  11/21/2003 

:  OR 

140067 

i  11/12/2003 

;  IL 

390256 

j  10/29/2003 

;  PA 

140119 

j  11/14/2003 

IL 

Other 

information 


Joint  Commission  Certified  on 
05/26/2007. 


'  Joint  Commission  Certified  on 
!  03/28/2008. 

!  Joint  Commission  Certified  on 
I  08/22/2008. 


!  Joint  Commission  Certified  on 
09/19/2008. 

Joint  Commission  Certified  on 
05/23/2008. 


j  University  of  Miami. 

j  Joint  Commission  Certified  on 
j  07/09/2008. 


Columbia  University  Medical 
Center. 


Joint  Commission  Certified  on 
05/19/2008. 
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Sentara  Norfolk  General  Hospital,  600  Gresham  Drive,  Norfolki 
Virginia. 

Sacred  Heart  Medical '  Center,  101  W  8th  Avenue,  Spokane, 
Washington. 

Seton  Medical  Center,  1201  W.  38th  Street,  Austin,  Texas  . 

Shands'at  the  University  of  Florida,  1600  SW  Archer  Road, 
Gainesville,  Florida. 

Sharp  Memorial  Hospital,  7901  Frost  Street,  San  Diego,  California 

Stanford  University  Hospital  and  Clinics,  300  Pasteur  Drive,  Stan¬ 
ford,  California. 

St  Francis  Hospital,  6161  S.  Yale  Avenue,  Tulsa,  Oklahoma . 

St  Luke’s  Medical  Center,  2900  W  Oklahoma  Avenue,  Milwaukee, 
Wisconsin. 

St  Luke's  Episcopal  Hospital,  6720  Bertner  Avenue,  Houston, 
Texas. 

St  Vincent  Hospital  and  Health  Services,  2001  W.  86th  Street,  In¬ 
dianapolis,  Indiana. 

St  Paul  Medical  Center,  5909  Harry  Hines  Boulevard,  Dallas, 
Texas. 

Strong  Memorial  Hospital,  601  Elmwood  Avenue,  Rochester,  New 
York. 

Tampa  General  Hospital,  2  Columbia  Drive,  Tampa,  Florida  . 

Temple  University  Hospital,  3401  N.  Broad  Street,  Philadelphia. 
Pennsylvania. 

Tufts-New  England  Medical  Center,  750  Washington  Street,  Bos¬ 
ton,  Massachusetts. 

UCLA  Medical  Center,  10833  Le  Conte  Avenue,  Los  Angeles, 
California. 

University  Medical  Center,  1501  N.  Campbell  Avenue,  Tucson, 
Arizonia. 

University  of  Alabama  at  Birmingham  Health  System,  500  22nd' 
Street  S,  Birmingham,  Alabama. 

University  of  Colorado  Hospital,  4200  E.  Ninth  Avenue,  Denver, 
Colorado. 

The  University  of  Chicago  Hospitals  and  Health  System,  5841 
South  Maryland  Avenue,  Chicago,  Illinois; 

University  of  Iowa  Hospitals  and  Clinics,  200  Hawkins  Drive,  Iowa 
City,  Iowa. 

University  of  Maryland  Medical  Center,  22  S.  Greene-Street,  Balti¬ 
more,  Maryland. 

University  of  Michigan  Health  System,  1500  E.  Medical  Center 
Drive,  Ann  Arbor,  Michigan. 

University  of  North  Carolina  Hospitals,  101  Manning  Drive,  Chapel 
Hill,  North  Carolina. 

University  of  Utah  Hospital,  50  N  Medical  Drive,  Salt  Lake  City, 
Utah. 

University  of  Virginia  Health  System,  1215  Lee  Street,  Charlottes¬ 
ville,  Virginia. 

University  of  Washington  Medical  Center,  1959  NE  Pacific  Street, 
Seattle,  Washington. 

University  of  Wisconsin  Hospitals  and  Clinics,  600  Highland  Ave¬ 
nue,  Madison,  Wisconsin. 

use  University  Hospital,  1500  San  Pablo,  Los  Angeles,  California 
UPMC  Presbyterian,  200  Lothrop  Street,  Pittsburgh,  Pennsylvania 

Virginia  Commonwealth  University  Medical  Center,  401  North  12th 
Street,  Richmond,  Virginia. 

Vanderbilt  University  Medical  Center,  1161  21st  Avenue  S,  Nash¬ 
ville,  Tennessee. 

Ochsner  Clinic  Foundation,  1514  Jefferson  Highway,  New  Orle¬ 
ans,  Louisiana. 

Baylor  University  Medical  Center,  3500  Gaston  Avenue,  Dallas, 
TX! 

The  University  of  Michigan  Hospitals  and  Health  Centers,  1500 
East  Medical  Center  Drive,  Ann  Arbor,  Ml. 

Saint  Mary’s  Hospital,  1216  Southwest  Second  Street,  Rochester, 
MN. 

Allegheny  General  Hospital,  320  East  North  Avenue,  Pittsburgh, 
PA. 

Washington  Hospital  Center,  110  Irving  Street,  NW,  Washington, 
DC.  I 


490007  11/10/2003  VA 

500054  01/12/2004  WA 

450056  01/13/2004  TX 

100113  11/26/2003  FL 

050100  12/01/2003  CA  Joint  Commission  Certified  on 

07/18/2008. 

050441  12/22/2003  CA  Stanford  University  Medical  Cen¬ 

ter. 

370091  01/09/2004  OK 

520138  11/03/2003  Wl 

450193  10/28/2003  TX 

150084  01/05/2004  IN 

450044  12/10/2003  TX 

330285  10/29/2003  NY  Joint  Commission  Certified  on 

06/18/2008. 

100128  11/26/2003  FL 

390027  11/03/2003  PA 

220116  11/06/2003  MA 

050262  12/10/2003  CA 

030064  10/29/2003  AZ 

010033  10/29/2003  AL 

060024  11/06/2003  CO  9th  &  Colorado  Campus,  Joint 

Commission  Certified  on  07/ 
'  23/2008. 

140088.  02/25/2004  IL 

160058  11/12/2003  I A 

210002  11/12/2003  MD 

230046  10/27/2003  Ml  Joint  Commission  Certified  on 

03/28/2008. 

340061  05/05/2004  NC 

460009  12/22/2003  UT 

490009  01/12/2004  VA 

500008  01/15/2004  WA 

520098  12/03/2003  Wl 

050696  01/09/2004  CA’ 

390164  ■‘10/23/2003  PA  Joint  Commission  Certified  on 

06/11/2008. 

490032  04/08/2004  VA  Medical  College  of  Virginia  Hos¬ 

pitals. 

440039  10/28/2003  TN 

190036  06/29/2004  LA 

N/A  10/04/2007  TX  Joint  Commission  Certified  on 

10/04/2007. 

'  230046  03/28/2008  Ml  Joint  Commission  Certified  on 

03/28/2008. 

N/A  02/27/2008  MN  Joint  Commission  Certified  on 

02/27/2008. 

N/A  03/08/2008  PA 

09-0011  04/23/2008  DC  Joint  Commission  ’Certified  on 

04/23/2008. 
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Facility 

Provider  No. 

Date  approved 

State 

Other 

information 

Integris  Baptist  Medical  Center,  3300  Northwest  Expressway, 
Oklahoma  City,  OK. 

1831103654 

08/13/2Q08 

OK 

Joint  Commission  Certifidd  on 
08/13/08. 

Mayo  Clinic  Hospital,  5777  East  Mayo  Boulevard,  Phoenix,  AZ  . 

030103 

02/27/2009 

AZ 

Joint  Commission  Certified  on 
02/27/09. 

Northwestern  Memorial  Hospital,  251  E.  Huron  Street,  Chicago,  IL 

140281 

03/17/2009 

IL 

Joint  Commission  Certified  on 
03/17/09. 

Lancaster  General  Hospital,  555  North  Duke  Street,  Lancaster,  PA 

390100 

05/20/2009 

PA 

Joint  Commission  certified  on  05/ 
20/09. 

Hartford  Hospital,  80  Seymour  Street,  Hartford,  CT  . 

070025 

05/29/2009 

CT 

Joint  Commission  certified  on  05/ 
29/09. 

Morristown  Memorial  Hospital)  100  Madison  Avenue,  Morristown, 
NJ. 

310015 

06/17/09 

NJ 

Joint  Commission  certified  on  6/ 
17/09. 

Thomas  Jefferson  University  Hospital,  111  South  11th  Street, 
Philadelphia,  PA. 

390174 

08/05/09 

PA 

Joint  Commission  certified  on  8/ 
5/09. 

Emory  University  Hospital,  1 364  Clifton  Road,  Atlanta,  GA . 

110010 

08/19/09 

GA 

Joint  Commission  certified  on  8/ 
19/09. 

Maine  Medical  Center,  22  Bramhall  Street,  Portland,  ME  . 

200009 

02/03/09 

ME 

Joint  Commission  certified  on  02/ 
03/09. 

University  of  Kentucky  Health  Care — Chandler  Hospital,  800  Rose 
Street,  Lexington,  KY. 

02/11/09 

KY 

Sutter  Memorial  Hospital,  5151  F  Street,  Sacramento,  California  ... 

050108 

10/21/09 

CA 

Joint  Commission  Certified  on 
10/21/09. 

Baptist' Health  Medical  Center — Little  Rock,  9601  Interstate  630, 
Exit  7,  Little  Rock,  Arizona. 

040114 

12/02/09 

AR 

Joint  Commission  Certified  on 
12/02/09. 

Westchester  Medical  Center,  100  Woods  Road,  Valhalla,  New 
York. 

330234 

j _ 

01/05/10 

NY 

Joint  Commission  Certified  on 
01/05/10. 

Addendum  XIV 

Lung  Volume  Reduction  Surgery  (LVRS) 
[January  Through  March  2010] 

Three  types  of  facilities  are  eligible  for 
reimbursement  for  Lung  Volume 
Reduction  Surgery  (LVRS);  National 


Emphysema  Treatment  Trial  (NETT) 
approved  (Beginning  05/07/2007,  these 
will  no  longer  automatically  qualify  and 
can  qualify  only  with  the  other 
programs),  Credeiitialed  by  the  Joint 
Commission  (formerly,  the  Joint 


Commision  on  Accreditation  of 
Healthcare  Organizations  (JCAHO)) 
under  their  Disease  Specific 
Certification  Program  for  LVRS,  and 
Medicare  approved  for  lung  transplants. 
Only  the  first  two  types  are  in  the  list. 


Facility  name 

Date  approved 

State 

Type  of  certification 

Baylor  College  of  Medicine,  Houston,  Texas  . .'... 

N/A 

TEXAS  . 

NETT 

Brigham  and  Women’s  Hospital,  Boston,  MA . 

N/A 

MASSACHUSETTS  . 

NETT 

Cedars-Sinai  Medical  Center,  Los  Angeles,  CA  . 

N/A 

CALIFORNIA  . 

NETT 

Chapman  Medical  Center,  Orange,  CA  . . 

N/A 

CALIFORNIA  . 

NETT 

Cleveland  Clinic  Foundation,  Cleveland,  OH  . . 

N/A 

OHIO  . 

NETT 

Columbia  University,  New  York,  NY . 

N/A 

NEW  YORK  . 

NETT 

Duke  University  Medical  Center,  Durham,  NC . 

N/A 

NORTH  CAROLINA . 

NETT 

Johns  Hopkins  Hospital,  Baltimore,  MD . 

N/A 

MARYLAND  . 

NETT 

Kaiser  Foundation  Hospital — Riverside,  Riverside,  CA  . 

09/20/2006 

CALIFORNIA  . 

Joint  Commission 

Long  Island  Jewish  Medical  Center,  New  Hyde  Park,  NY . 

N/A 

NEW  YORK  . 

NETT 

Mayo  Clinic,  Rochester,  MN . . . 

N/A 

MINNESOTA . 

NETT 

Memorial  Medical  Center,  Springfiela,  IL  . 

12/13/2006 

ILLINOIS  . 

Joint  Commission 

National  Jewish  Medical  Center,  Denver,  CO . 

N/A 

COLORADO  . 

NETT 

The  Ohio  State  University  Hospital,  Columbus,  OH  . 

N/A 

OHIO  . 

Joint  Commission 

Ohio  State  University  Medical  Center,  Columbus,  OH  . 

N/A 

OHIO  . 

NETT 

Saint  Louis  University,  Saint  Louis,  MO . 

N/A 

MISSOURI  . 

NETT 

Temple  University  Hospital,  Philadelphia,  PA . 

08/23/2008 

PENNSYLVANIA  . 

Joint  Commission 

UCLA  Medical  Center,  Los  Angeles,  CA  . 

N/A 

CALIFORNIA  . 

NETT 

University  of  California,  San  Diego,  San  Diego,  CA . 

N/A 

CALIFORNIA  . 

NETT 

University  of  Maryland  Medical  Center,  Baltimore,  MD  . 

N/A 

MARYLAND  . 

NETT 

University  of  Michigan  Medical  Center,  Ann  Arbor,  Ml  . 

N/A 

MICHIGAN  . 

Joint  Commission 

University  of  Pennsylvania,  Philadelphia,  PA . 

N/A 

PENNSYLVANIA  . 

NETT 

University  of  Pittsburgh,  Pittsburgh,  PA  . 

N/A 

PENNSYLVANIA  . 

NETT 

University  of  Washington,  Seattle,  WA  . 

N/A 

WASHINGTON  . 

NETT 

Washington  University/Barnes  Hospital,  Saint  Louis,  MO  . 

N/A 

MISSOURI  . 

Joint  Commission 

Allegheny  General  Hospital,  Pittsburgh,  PA . 

04/23/2008 

PENNSYLVANIA  . 

Joint  Commission 

Addendum  Xy — Medicare-Approved 
Bariatric  Surgery  Facilities 

On  February  21,  2006,  we  issued  our 
decision  memorandum  on  bariatric 


surgery  procedures.  We  determined  that 
bariatric  surgical  procedures  are 
reasonable  and  necessary  for  Medicare 
beneficiaries  who  have  a  body-mass 


index  (BMI)  greater  than  or  equal  to  35, 
have  at  least  one  co-morbidity  related  to 
obesity,  and  have  been  previously 
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unsuccessful  with  medical  treatment  for 
obesity. 

This  decision  also  stipulated  that 
covered  bariatric  surgery  procedures  are 
reasonable  and  necessary  only  when 
performed  at  facilities  that  are:  (1) 
Certified  by  the  American  College  of 
Surgeons  (ACS)  as  a  Level  1  Bariatric 


Surgery  Center  (program  standards  and 
requirements  in  effect  on  February  15, 
2006);  or  (2)  certified  by  the  American 
Society  for  Bariatric  Surgery  (ASBS)  as 
a  Bariatric  Surgery  Center  of  Excellence 
(BSCOE)  (program  standards  and 
requirements  in  effect  on  February  15, 
2006). 


The  following  facilities  have  met  our 
minimum  facility  standards  for  bariatric 
surgery  and  have  been  certified  by 
American  College  of  Surgeons  (ACS)  or 
American  Society  for  Metabolic  and 
Bariatric  Surgery  (ASMBS). 


I 
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1 

Facility  Name 

J 

Provider 
Number  [ 

Date 

Approved 

1 

Statej 

Odier 

Information 

Evanston  Northwestern  j 

Hospital 

2650  Ridge  Avenue 
[Suite  1308  i 

140010 

01/26/2006  ^ 

IL  1 

i 

ACS  1 

1  Evanston,  EL  60201 

. 

j 

1  Chapman  Medical  Center  | 

i  2601  East  Chapman  Avenue  I 

05-0745 

02/21/2006 

CA  1 

ASMBS  1 

i  Orange,  CA  92646  ! 

1  .  — 1 

_ _  _j 

St  Vincent  Carmel  Hospital  i 

13430  Old  Meridian  Street 

Suite  168 

15-0157 

02/21/2006 

IN  1 

ASMBS 

Carmel,  IN  46032 

i  Abbott  Northwestern  Hospital  I 

1 800  E.  28th  Street 

N/A 

02/24/2006 

MN  i 

ASMBS 

i  Minneapolis,  MN  55407  j 

■ 

. . . .  J 

1  Alexian  Brothers  Medical 

1  Center 

800  Biesterfield  Road 

N/A  ^ 

02/24/2006 

IL  ! 

ASMBS 

Elk  Grove  Village,  IL  60007 

- 

American  Bariatric  Institute  at 
Doctors'  Hospital 

1130  Louisiana  Avenue 

N/A 

02/24/2006 

LA 

ASMBS  1 

Shrevqxirt,  LA  71101 

Amot  Ogden  Medical  Center 
600  Fitch  Street 

Elmira,  NY  14905 

330090 

02/24/2006 

NY 

ASMBS 

t 
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Cleveland  Clinic  Hospital- 
Weston 

3100  Weston  Road 
Weston,  FL  33331 


Christus  Schumpert  Health 
System 

1  Saint  Mary  Place 
Shreveport,  LA  71 101 


Citizen's  Bariatric  Crater 
2701  Hospital  Avenue 
Victoria,  TX  77901 


Columbia-St.  Mary’s  Bariatric 
Crater 

2025  E.  Newport  Avenue 
Milwaukee,  WI 5321 1 


Community  Hospital  Monterey 
Peninsula 

23625  Holman  Highway 
Monterey,  CA  93940 


Crestwood  Medical  Crater 
One  Hospital  Drive 
Huntsville,  AL  35801 


Cypress  Fairbanks  Medical 
Center  Hospital 
10655  Steepletop  Drive 
Houston,  TX  77065  _ 


Danbury  Hospital 
24  Hospital  Avenue 
Danbu^,  CT  06810  _ 


East  Texas  Medical  Crater 
1000  S.  Beckman  Avenue 
Tyler,  TX  75701 


02/24/2006 


02/24/2006 


02/24/2006 


02/24/2006 


ASMBS 


ASMBS 
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Grandview  Medical  Center 
405  Grand  Avenue 
Dayton,  OH  45405 


Greater  Baltimore  Medical 
Center 

6701  N,  Charles  Street 
Baltimore,  MD  21204 


Hamilton  Medical  Center 
1200  Memorial  Drive 
Dalton,  GA  30720 


Hennepin  County  Medical 
Center 

701  Park  Avenue 
Minneapolis,  MN  55415 


Holy  Cross  Hospital 
4725  N.  Federal  Highway 
Fort  Lauderdale,  FL  33308 


Hospital  of  Saint  Raphael 
1450  Chapel  Str^ 

New  Haven,  CT  0651 1 


Huntington  Memorial  Hospital 
100  W.  California  Boulevard 
Pasadena,  CA  91105 


Jupiter  Medical  Center 
1210  S.  Old  Dixie  Highway 
Jupiter,  FL  33458 


King's  Daughters  Medical 
Center 

617  23rd  Street 
Ashland,  KY  41 101 


02/24/2006 


02/24/2006 


02/24/2006 


02/24/2006 


02/24/2006 


02/24/2006 


02/24/2006 


02/24/2006 


ASMBS 


ASMBS 


ASMBS 


!  ASMBS 

....  -] 

j  ASMBS 

1 

i 

1  ASMBS 

i 

. . J 

ASMBS 

j 

ASMBS 

ASMBS, 
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M  -  kibolic  Surgery  Center  at  | 

Bapiiii  Hospital 

201 1  Church  Street  .  ■ 

liNashville,TN  37203  ^  1 

N/A  i 

1 

'j 

1 

02/24/2006  1 

T74 

1 

_  -  J 

4SMBS  1 

1  1  Dallas  Medical  | 

FO  Box  655999  j 

N/A  ! 

1 

02/24/2006  ! 

TX  1 

Texas  Bariatric  l| 

Center  l! 

AS^4BS  j 

pmrn,  TX  75265-5999  j 

! 

_ 1 

I 

iMamodLi  Healthcare  System 

N/A  1 

02/24/2006 

TX  1 

A  SMBS  1 

S 1 09  Fredricksburg  Road  1 

j 

ji 

isaii  Antonio,  TX  78229  j 

_ 

_ 

: 

Hospital  ! 

6500  Excelsior  Boulevard  i 

N/A.  i 

02/24/2006 

hm 

i 

A  SMBS  !j 

ksiBi  Louis  Park,  MN  55426  ; 

1 

_ i 

j 

jT  ibldle  lA  Hospital 

128  Crescent  Street 

N/A  i 

02/24/2006 

CT  ! 

i 

( 

1 

ASAIBS  ! 

jMiiidktoY7ii,CT  06457 

i 

i 

; 

M  r  UiLHj  i  t  Hospital  of  Southern 

j  300  West  Huntington  Drive 

[N/A  ' 

02/24/2006 

CA  ! 

ASKiBS  i 

flAiv^bkCA  91007 

_ _ J 

|\fiii2=Peninsula  Health  Services 
1783  El  Camino  Real 

■n/A 

02/24/2006 

|CA 

lASKiBS  j 

CA  94010 

. .  ....J 

Hanover  Regional 

02/24/2005 

iNC 

i 

ASMBS  .  1 

1 

37138 


Federal  Register/ Vol.  75,  No.  123 /Monday,  June  28,  2010 /Notices 


New  Yoik  Methodist  Hospital  i  N/A 
506  Sixth  Street 
Brooklyn,  NY  11215 


North  Hills  Hospital 
4401  Booth  Calloway  Road 
North  Richland  Hills,  TX 
76J^0 


North  Colorado  Medical  Center ! 
1801  16th  Street 
Greeley,  CO  80631 


orth  Vista  Hospital 
1409  E.  Lake  Mead  Boulevard 
North  Las  Vegas,  NV  89101 


ortheast  Georgia  Health 
System,  Inc. 

743  Spring  Street  NE 
Gainesville,  GA  30501 


NorthEast  Medical  Center 
920  Church  Street  N.  #302E 
Concord,  NC  28025 


Northwestern  Memorial 
Hospital 

21 5  E.  Huron  Street,  NE 
Chicago,  IL  6061 1 


Ocala  Regional  Medical  Center 
1431  SW  1st  Street 
Ocala,  FL  34474  - 


Palms  of  Pasadena  Hospital 
1501  Pasedena  Avenue 
St.  PetCTsbur^  FL  33707 


Orange  Coast  Memorial 
Medical  Carter 
9920  Talbot  Avenue 
FounUdn  Vdl^,  CA  92708 


Parkwest  Medical  Center 
9352  Paric  West  Boulevard 


02/24/2006 


02/24/2006 


02/24/2006 


02/24/2006 


02/24/2006 


02/24/2006 


02/24/2006 


02/24/2006 


02/24/2006 


02/24/2006 


Northwestern 
Medical  Faculty 
Foundation 
ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS  ^ 


Federal  Register /  Vol., ’75,  No.  '123  /.Mojaday,  June/  28, 1)20-10:/  Notices 


X713« 


Knoxville,  TN  37923  ij 

.  :  ll 

i 

Penrose-St.  Francis  Health 
Services 

825  E.  Pikes  Peak  Avenue  • 

N/A  1 

02/24/2006 

CO  1 

ASMBS  •  ^  1 

j  Colorado  Springs,  CO  80917  1 

i 

j 

1  Poudre  Valley  Hospital 
!  1024  S.  Lemay  Avenue 

N/A  I 

02/24/2006  1 

CO  1 

I 

1 

ASMBS 

Fort  Collins,  CO  80524  j 

,  .  J 

i 

Presbyterian-St.  Luke’s  Medical  | 

N/A  i 

02/24/2006  ! 

CO  1 

ASMBS 

Center 

i  719  E.  19th  Avenue  i 

! 

1 

i 

1 

Denver,  CO  80218  i 

, 

; 

_ 

Princeton  Healthcare  System 

1 253  Witherspoon  Street  '  | 

N/A 

02/24/2006  j 

I 

j 

NJ  1 

ASMBS  * 

1  Princeton,  NJ  08540  1 

i  Roger  Williams  Medical  Center! 

1 825  Chalkstone  Avenue 

N/A  ! 

02/24/2006 

RI  I 

Drs.  Lentrichia  & 
Pohl,  Inc. 

1  Providence,  RI 02908  • 

i 

1 

ASMBS 

1  Rose  Medical  Center 
!  4545  E.  9th  Avenue,  #470 

N/A 

02/24/2006 

CO  1 

i 

ASMBS 

1  Denver,  CO  80220 

J 

Saint  Barnabas  Medical  Center 
94  Old  Short  Hills  Road 

N/A 

02/24/2006 

NJ  ^ 

ASMBS 

Livingston,  NJ  07039 

j 

1  Saint  Francis  Hospital 

5959  Park  Avenue 

N/A 

02/24/2006 

TN 

ASMBS 

1  Memphis,  TN38H  9 

, 

j  St.  Francis  Hospital  - 
1  Franciscan  Health  System 
j  34515  Ninth  Avenue  S. 

1  Federal  W^^A  98003 

N/A 

02/24/2006 

WA 

N/A 

!  Saint  Joseph  East  Center  for 

1  Weight  Loss 
;  160  N.  Eagle  Creek  Drive 
Lexington,  KY  40509 

N/A 

02/24/2006 

KY 

1 

1 

1 

ASMBS 
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Mary's  Regional  Mf^ical  1 
.  r.Ci,tcr  '  *  ' 

N/A 

02/24/2006  '! 

I 

I'mV'  i 

A.S^4TiS'rD» 

:  j 

.■N|j 

234  W.  6th  Street 
!l?n^o,NV89503 

1 

_j 

i 

1 

j 

; 

i 

*  Mary's  Hospital 

1 5801  Bremo  Road  ; 

iiBidinion^,VA  23226  ! 

N/A  : 

! 

J 

02/24/2006 

1 

ASMBS  ij 

.. .  - - -  .  — .  -  .  ^  -  -3 

1  Scc-tii-Jalc  Healthcare  Shea 

1  , 

N/A 

1 

02/24/200t5 

AZ  1 

ASMBS  ■  i 

1 900  E.  Shea  Boulevard  i 

iSv^>ui<jaie,AR  85260 

! 

i 

1  Scrimps  Memorial 
:  9cS3  Genesee  Avenue 
||i^  Jolla,  CA  90237 

N/A  1 

CA  = 

ASMBS  1 

HUH 

WA 

CA 

ASMBS 

'ISciit^ra  Careplex  Hospital 
ijsCOO  Coliseum  Drive 

VA  23666 

N/A 

mi 

VA  i 

ASMBS  ; 

;'jSinai  Hospital  of  Baltimore 

2401  W.  Belvedere  Avenue  ■ 

N/A 

02/24/2006 

H 

Sinai  Surgical 

?,lCS 

!|d^::™c,MD  21215 

ASMBS  j 

1  Sisters  of  Charity  Hospital 

2130  Main  Street 

NY  14214 

M/A 

02/24/2006 

N7f 

ASMBS  ; 

;  Sioux  Valley  Hospital  USD 
:  M  Center 

11305  W.  18th  Street 
'  Sioux  Falls,  SD  57105  _ 

N/A 

SD 

ASMBS  ; 

Soi  .rii  Shore  Medical  Center  of 

V'/cM'- .! 

16  Guion  Place 

New  Rochelle,  NY  10801 

N/A 

02/24/2006 

ASMBS 

' 

* 

1 
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JSoi'lii  Nassau  Gommunities 

jllospital 

il  Healthy  Way 

NY  11572 

N/A  •  i 

»  5 

i 

02/24/2006  i 

...  .  1 

NY  -i 

ASMBS  if-  .4 

Soii&wcz'  Healthcare  System 
36iS5  Inland  Valley  Drive 

:2: 

02/24/2006 

■  " 

CA  ; 

ABhmS'  i 

WiM^^^,CA  92595 

i!3oi  liV  ;  ;  Medical  Center 

1 2310  Ambassador  Caffery 

I  Paricway 

N/A 

02/24/2006 

L.A 

ASMBS 

LA  70506  ; 

i 

..  ...  .  . . ..i 

1  Spectrum  Health  Blodgett  i 

N/A  1 

02/24/2006 

MI  1 

1 

KlNiPC  Center  for  j 
Health  Excellence  | 

11840  Wealthy  Street,  SE 

-  ; 

1 

1 

i 

ASMBS  ! 

1  Grand  MI  49506  ! 

1 

i 

1 SSM  DePaul  Health  Center ' 

!  12303  DePaul  Avenue’ 

N/A 

02/24/2006 

! 

MO 

ASMBS 

1  Brivacion,  MO  63044 

V 

' 

:  -  .  „  1 

1  St.  Joseph's  Area  Health 

i  S^ivi-r^s 

j  600  Pleasant  Avenue 

N/A  ^ 

02/24/2006 

MN 

ASMBS 

Pkk  F  r.p’ds,  ^  56470 

1  St.  Vincent  Charity  Hospital 

1 2322  E.  22nd  Street  #220 

N/A 

02/24/2006 

OH 

ASMBS 

OH44115 

ijSGGn  Island  University 

I  Hospital 

1 475  Seaview  Avenue 
;  Staten  Island,  NY  10305 

N/A 

02/24/2006 

NY 

ASMBS 

I  Gh  p-  Clark  Medical  Center 

200  Theda  Clark  Medical  Plaza 
Suite  410 

^Jeenah,  WI 54956 

(K;0071445  - 

02/24/2006 

WI 

i 

i 

\ 

ACS 

37142 
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|TIiG  Ohio  State  University  1 

Ilospilal  i 

410  W.  10th  Avenue  • 

OH  43210  i 

tUA  •  i 

I 

'  /  i 

.  -  .  .  li 

02/24/2006  j 

on  !! 

1 

i 

1 

! 

1 

ANMnS-.-  "j 

1  The  Regional  Medical  Center  at  j 

877  Jefferson  Avenue 

38103  ; 

N/A 

1 

02/24/2006  ’ 

j 

\ 

^9 

1 

ASMBS 

j; 

Tii  City  Regional  Medical  | 

CC-Sivi 

i  21530  Pioneer  Boulevard 

1  liawaiiaii  Gardens,  CA  90716  j 

W/A  i 

>  i 

) 

02/24/2006  1 

; 

'  1 

GA  1 

ASMBS  1 

. ..  -- . 

Um'cil  Hospital  j 

333  North  Smith  Avenue 
jSamt  Paul,  MN  55102  ; 

N/A  1 

02/24/2005  ■  i 

' 

MI4 

ASTfBS  ;i 

Uiiit  :4  Regional  Health  Care  | 
Sys'cm  ; 

1 1600  19th  Street 

1  Wichita  Falls,  TX  76301 

N/A 

02/24/2006 

TX  1 

s 

ASMBS  1 

j  Umty  Hospital  j 

j  550  Osborne  Road,  NE 
jlFridiGy,  MN  55432  : 

^/A 

i 

0212412006 

NTJ 

5 

1--.  ,-.J 

ASMBS  .  1 

i . _J 

!  University  of  Chicago  Hospitals! 
|j5S41  S.  Maryland  Avenue 
i  Chicago,  IL  60637 

N/A 

02/24/2005 

IL 

UdVCIElty  of 

Criicago 

CopCiO^Gntof  1 

Surgery  | 

ASMBS  1 

ijUnivCiSity  of  Minnesota 
j  Medb?  1  Center,  Fairview 

1 2450  Riverside  Avenue 

:Mi^rr^^^,MN  55454 

24  COCO 

02/24/2006 

M7I 

ASMBS  1 

ijUPMC  St  Margaret 
>815  Freeport  Road 

PA  15215 

N/A 

02/24/2006 

PA 

ASMBS 

: 

:  UPMC  Horizon 
|1 10  North  Main  Street 

N/A 

02/24/2006 

PA 

AiSMBS 
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Virgiilia  Commonwealth 
University  Medical  Center 
Richmond,  VA  23284 


Vanderbilt  University  Medical 
Center 

121 1  22nd  Avenue  S. 
ashville,  TN  37232 


Weight  Loss  Surgery  Program 
at  Baylor 

9101  N.  Central  Expressway 
Suite  370 
Dallas,  TX  75231 


Wellstar  Health  Systems 
677  Church  Street,  NE 
Marietta,  GA  30060 


White  Plains  Hospital  Center 
190  E.  Post  Road 
White  Plains,  NY  10601 


Yoric  Hospital 
1001  S.  George  Street 
York,  PA  17403 


Norman  Regional  Hospital 
901  North  Porter,  Box  1308 
orman,  OK  73070 


St.  Luke's  Medical  Center 
1800  E.  VanBuren 
Suite  307B 
Phoenix,  AZ  85006 


Silver  Cross  Hospital  • 
1200  Maple  Road 
Joliet,  IL  60432 


Tampa  General  Hospital 
2  Columbia  Drive,  FI 45 
Tampa,  FL  33601 


02/24/2006 


030037 


140213 


03/22/2006 


03/22/2006 


Abdominal 
Surgeons,  Ltd. 
ASMBS 


Midwest 

Comprehensive 

Bariatrics 

ASMBS 


University  of 
South  Florida 
ASMBS 
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Spartanburg  Regional  ! 

H^thcare  System 

101  East  Wood  Street 
Spartanburg,  SC  29303 

420007 

.  ■  1 

1 

j 

03/27/2006 

SC  1 

ASMBS 

OSF  Saint  Francis  Medical  | 

Colter 

530  NE  Glen  Oak  Avenue 

140067  1 

04/05/2006 

IL  i 

i 

i 

ASMBS 

Peoria,  IL  61637 

\ 

Palmetto  Health  Baptist  ' 

1850  Laurel  Street,  Suite  lA 

420086  1 

04/05/2006 

sc 

ASMBS 

Columbia,  SC  29201 

. .  i 

' 

Peconic  Bay  Medical  Center 
1300  Roanoke  Avenue 

330107  ! 

04/06/2006 

NY  i 

ASMBS 

Riveihead,  NY  11901  • 

Desert  Springs  Hospital 

2075  East  Flamingo 

290022. 

04/07/2006 

NV  ; 

ASMBS 

Las  Vegas,  NV  891 19 

1 

J 

Palmetto  Goioal  Hospital  j 

2001  Westb8th  Street 

100187 

04/11/2006 

FL 

ASMBS  j 

Hialeah,  FL  33016 

Hurley  Medical  Center 

One  Hurley  Plaza 

230132 

04/14/2006  1 

MI  1 

ACS 

nint,  MI  48503-5993  j 

_ - _ 

University  of  California,  Davis 
2315  Stodcton  Boulevard 

N/A 

04/18/2006 

CA  1 

i 

ASMBS 

Sacramento,  CA  95817 

_ 

. 

1 

Russell  County  Medical 

Carroll  and  Tate  Streets 

N/A 

04/27/2006 

VA 

ASMBS 

Ld)anon,VA  24266 

Western  Pennsylvania  Hospital 
4800  Friendship  Avenue 

028672 

N/A 

PA 

ASMBS- 

05/01/2006  ■ 

Pittsburg  PA  15224  _j 

, 

_ J 

ACS-10/16/2006  ^ 

Baimer  Good  Samaritan 
Bariatric  Center 

1300  North  12tii  Street 
;  Suite  610 

N/A 

05/04/2006 

AZ 

ASMBS 
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Phoenix,  AZ  85006  1 

. : . J 

Bothwell  Regional  Health  .  | 

Center  1 

N/A  1 

05/17/2006 

MO  1 

1 

ASMBS 

601  East  14th  Street  ! 

1 

Sedalia,  MO  65301  i 

.  i 

i 

Dinham  Region^  Hospital  i 

3643  N.  Roxboro  Road  | 

N/A 

V 

05/17/2006 

NC 

ASMBS 

Durham,  NC  27704 

_ 1 

.  .  . 

Fairview  Southdale  Hospital  { 
6405  France  Avenue  Street  i 

Suite  W320 

N/A 

05/17/2006  ; 

MN 

ASMBS 

Edina,  MN  55435  i 

Cleveland  Clinic  i 

360180 

N/A  i 

OH 

05/24/2006- 

9500  Euclid  Avenue  (A80)  | 

ASMBS 

Cleveland,  OH  44195  - 

j 

12/01/2006-ACS 

- . — - -j 

St.  Agnes  Healthcare  ^  | 

900  Caton  Avenue 

210011  1 

05/24/2006 

MD  1 

! 

ASMBS 

Baltimore,  MD  21229  ] 

1 

Sycamore  Hospital  j 

2150  Leiter  Road 

360239  ’ 

05/24/2006 

OH  ' 

ASMBS 

Miamisburg,  OH  45342 

_ , 

Albany  Medical  Center 

47  New  Scotland  Avenue 

330013  1 

! 

06/02/2006 

NY 

ACS 

Albany,  NY  12208 

'  "  '  '■  - - - J 

Georgetown  Community 
Hospital 

1140  Lexington  Road 

180101 

06/07/2006 

KY 

ASMBS 

• 

{ 

! 

Georgetown,  KY  40324 

Fletcher  Allen  Health  Care 

N/A 

06/09/2006 

VT 

Hospital:  470003  1 

111  Colchester  Avaiue 

Group  Providen 

i  Burlington,  VT  05401 

VN0997  1 

■| 

lACS  ! 

j  New  York-Presbyterian 
!  Hospital/Columbia  University 

330101 

06/14/2006 

NY 

I  ACS 

’  Medical  Center 
!622  W.  168th  Street 

i  : 
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ew  York,  NY  10032 


Providence  Memorial  Hospital  j 
2001  North  Oregon  Street 
^a^TX  79902 


UT  Southwestern  University 
Hospitals-Zale  Lipshy 
5909  Harry  Hines  Boulevard 
Dallas,  TX  75390  1 


Cedars-Sinai  Medical  Center 
8700  Beverly  Boulevard 
Los  Angeles,  CA  90048 


Community  Medical  Center-  | 

Clovis  .  I 

2755  Herndon  Avenue 
Clovis,  C  A  9361 1 


Oregon  Health  &  Science  j 

University  j 

3181  SW  Sam  Jackson  Park 
RoadL223A 
Portland,  OR  97239 


Hospital  of  the  University  of  | 

Pennsylvania 

3400  Spruce  Street,  4 

Silverstein 

Philadelphia,  PA  19104 


Swedish  Medical  Center  | 
501  East  Hampden  Avenue 
Englewood,  CO  801 13 


Blount  Memorial  Hospital 
907  East  Lamar  Alexander 
Parkway 

Maryville,  TN  37801 


University  of  Vir^nia  Health 
System 

PO  Box  800809 

Charlottesville,  VA  22908-0809 


06/20/2006 


j  See  other 
I  information 


06/27/2006 


07/06/2006 


1060034 


440011 


490009 


07/06/2006 


07/11/2006 


07/12/2006 


Thalians-2W 

ACS 


ACS-06/26/2006 

ASMBS- 

12/07/2006 


OHSU  Medical 
Group- 107708 
OHSU  Hospital- 
380009 
ACS 


ASMBS 


ASMBS 
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- - ^ -  r  ,  1-  ■  r 

-cv.ackley  Valley  Hospital 

720  Blackburn  Road  | 

1  Sewicklcy,  PA  1 5 1 43 

590037  ' 

}7/l  3/2006'  ] 

^ 

5smbs  T  ^  1 

1 

i  T;-q  Christ  Hospital 
i j2 1 39  Auburn  Avenue  i 

|lCinr=:in:;tr  OH  45219 

360163 

D7/1 7/2006  ■ 

i 

DH  L 

! 

43MBS  ^  1 

:  Huntington  Hospital  I 

•  1 340  Hal  Greer  Boulevard 

310055 

07/19/2006 

wv  1 

ASMBS 

iH-.Hnc!=-^WV  25701  ] 

i 

1  Mount  Sinai  Hospital  j 

j  One  Gustave  L.  Levy  Place 

1 190  5th  Avenue 

330024 

07/25/2006. 

i 

i 

1 

i4Y  i 
i 

i 

1 

ASK4B3  ! 

New  York,  NY  10029 

. J 

. j 

. . .  - - - \ 

Uf  Memorial  Medical  j 

Cc-iT-Memorial  Campus-'  1 

1 19  Belmont  Street  i 

A22819 

C7/27/2006 

MA  i 

ACS  ,  ;1 

;  Worcester,  MA,  01 60^  j 

Henry  Ford  Hospital  i 

1 2799  West  Grand  Boulevard  i 

N/A  ' ; 

07/31/2006 

ml  : 

A3MMBS 

jDWcit,  MI  48202  ; 

■ 

i 

Msta  Surgical  Hospital 

9C94  Perkins  Road 

Suite  B 

LA  70810  • 

230053 

-07/31/2006 

LA 

ASMBS  ! 

1 

.  -  _ 

[Town  &  Country  Hospital 
iSCOl  Webb  Road 
|!Tan-ra,FL  33615 

100255 

08/02/2006 

ASMBS  !| 

. 1 

pHew  York-Presbyterian 
i  Hospital/Weill  Cornell  Medical 

■  -Wiior 

1  -530  West  168th  Street 

Wew  York,  NY  10032 

330101 

mm/mjo 

NY 

\ 

i  . 

;  ACS 

37148 
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Cc.,tH  tcla  Freeman  Regional 
Medical  Center  I 

4650  Lincoln  Boulevard 
Marin  del  Rey,  CA  90292 


4YU  Medical  Center 
560  First  Avenue 
{New  York,  NY  10016 


tcgforial  West  Medical  Cent 
021  Avenue  B 

hcmMoit,  NE  69361 


' 

' 

Brigiasm  and  Women's  Hospital  ? 
75  Francis  Street 

Boston,  MA  021 15-6195 

IjSt.  Catherine  of  Sienna  Medical  i 

. 

48  Route  25A 

Smithtowii,  NY  1 1 787  ; 

Higlilsril  Hospital 

1000  South  Avenue 

Rocfeosfor,  NY  14620  : 

jlnova  Fair  Oaks  Hospital 
:j3600  Joseph  Siewick  Drive 
I  Fairfax,  VA  22033 


050741, .  ’ 

•  i 

mi 

330214 

08/08/2006  n 

1230051 

\ 

08/08/2006 

i  ..  . 

II/A 

03/10/2006 

;  M20330 

OS/14/2006 

1 316495 

'  08/28/2005 

; 330164 

08/30/2006  1 

490101 

08/31/2006  j 

:  '  i 

613039 

08/31/2006 
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FirstHealth  Moore  Regional 
Hospital 

155  Memorial  Drive 
Pmehurst,NC  27374 


340115 


09/01/2006 


ASMBS 


Hamot  Medical  Center 
201  State  Street 
Eri^  PA  16550 


St.  Alexius  Hospital  -  NewStart 
3933  South  Broadway  Street 
St.  I^uis,  MO  63118 


St.  Catherine  of  Siena  Medical 
Center 

50  Route  25A 
Smithtown,  NY  11787 


Barnes  Jewish  Hospital 
One  Bames-Jewish  Hpspital 
Plaza 

St.  Louis,  MO  63110 


Baptist  Memorial  Hospital 
Memphis 

6025  Walnut  Grove  Road 
Memphis,  TN  38120 


Norwalk  Hospital  ' 
24  Stevens  Street 
Norwalk,  CT  06856 


North  Shore  University 
Hospital  at  Manhasset 
1 300  Conununity  Drive 
i  Manhasset,  NY  1 1 530 


330106 


09/08/2006 


1 


37150 
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St.  Vincent's  Medical  Center  | 
2800  Main  Street  > 

Pridg^port,  CT  06606 


Faxton-St.  Luke's  Healthcare 
1 1656  Champlin  Avenue 
lutica,  NY  13503 


Johns  Hopkins  Bayview 
M^ical  Center 
4940  Eastern  Avenue 
Baltimore,  MD  21224 


University  Hospitals  of 
Cleveland 

1 1 100  Euclid  Avenue 

Cleveland  OH  44106 


210029 


i070022 


430016 


Yale-New  Haven  Hospital 

20  York  Street 

New  Haven,  CT  06510 


Avera  McKennan  Hospital  i 
S(X)  East  21st  Street,  Box  5045 
Sioux  Falls,  SD  571 17-5045 


Memorial  Hospital  Jacksonville;  100179 
3625  University  Boulevard  , 

South 

Jacksonville,  FL  32216 


Fountain  Valley  Regional 

Hospital 

17100  Euclid  Street 
Fountain  Valley,  CA  92708 


Sentara  Norfolk  General 

Hospital 

600  Gresham  Drive 
Norfolk,  VA  23507 


050570 


09/15/2006 


09/20/2006 


09/25/2006 


09/26/2006 


09/27/2006 


09/29/2006 


Level  3- 
Departmentof 
Surgery 
ASMBS 


ASMBS 


ASMBS 


ASMBS 


H  ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS 
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- - - - - - - j 

St.  Mary’s  Medical  Center 

450  Stanyan  Street 
!  San  Francisco,  CA  94117 

■ 

10/02/2006 

1 

CA  ; 

ASMBS  ! 

1 

-  _  J 

j  Trinity  Medical  Center 

1 800  Montclair  Road 

010104 

10/03/2006 

AL  ' 

ASMBS  ■  1 

1  Birmingham,  AL  35213 

j 

j - - 

I  MeritCare  Health  System 

1 720  4th  Street  North 

350011  ; 

10/11/2006 

ASMBS  1 

iF^^ND  58122 

j  St.  Lukes’s/Roosevelt 

10/11/2006 

3 

10th  Floor  i 

i  1090  Amsterdam  Avenue 

■ 

j 

I 

ACS 

1  New  York,  NY  10025 

i 

j  Benefis  Healthcare 

1 1 101  26th  Street  South 

10/13/2006 

MT  j 

ASMBS 

!  Great  Falls,  MT  59405  •  j 

i  , 

j  Mason  General  Hospit^  ! 

901  Mountain  View  Drive 

501336 

10/13/2006 

WA 

ASMBS 

Shelton,  WA  98584 

\ 

I  Norton  Hospital 
!  200  East  Chesmut 

10/16/2006  i 

KY  ■ 

ASMBS 

1  Louisville,  KY  40202 

1 

j  Port  Huron  Hospital 

1 1221  Pine  Grove  Avenue 

230216 

10/16/2006 

MI 

ASMBS  1 

I  Port  Huron,  MI  48060 

1 

. . .  .  -  J 

Harper  University  Hospital 
j  3990  John  R.  Street 

Detroit,  MI  48201 

10/17/2006 

1 

ASMBS  ; 

St.  Luke  Hospital 

7380  Turfway  Road 

180045 

10/18/2006 

KY 

ASMBS 

Florence,  KY  41042 

_ 

Twelve  Oaks  Medical  Center 
i  Hospital 

4200  Twelve  Oaks  Drive 
Houston,  TX  77027 

N/A 

10/18/2006 

TX 

ASMBS 

Cleveland  Clinic  Florida 

3100  Weston  Road 

10/19/2006 

FL 

ACS 
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Weston,  FL  33331-3602 


Grinnell  Regional  Medical 
Center 

210  Fourth  Avenue 
Grinnell,  lA  50112 


onway  Medical  Services 
300  Singleton  Ridge  Road 
Conway,  SC  29528 


Alta  Bates  Medical  Crater 
350  Hawthorne  Avenue 
Oakland,  CA  94609 


420049 


•372308 


Massachusetts  Geno^  Hospital;  220071 
55  Fruit  Street 

Boston,  MA  021 14-2696  _ | 


Mayo  Clinic-Saint  Mary’s  , 

Hospital  1 

200  F^  Street  SW 
ochester,  MN  55905  j 


Saint  Francis  Hospital  | 

6465  South  Yale  Avenue,  #900 
Tulsa,  OK  74136 


lewton-Wellesley  Hospital 
014  Washington  Street 
ewton,  MA  02462  j 


Mobile  Infirmary  Medical  | 
Crater 

5  Mobile  Infirmary  Circle 
Mobile,  AL  36007 


I 


Maine  Medical  Crater  . 
22  Bramhall  Street 
Portland,  ME  04102 


Magee  Womens  Hospital  of 
UPMC 

3000  Halket  Street 
Pittsburgh,  PA  15213 


1390114 


10/19/2006 


Provider  Numbers: 
Hospital:  160147, 
Surgical  Group: 
03108 
ACS 


10/11/2006 


10/23/2006 


ASMBS 


ASMBS 


10/23/2006  IMA 


10/23/2006 


10/23/2006 


SMH:  24-0010 
Part  B  General 
Medical:  C01384 
ACS 
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-  ,  . -  ,rrnn.,nT  r^r,- 

Saint  Francis  Hospital  and 
Medical  Center 

1 14  Woodland  Street 

Hartford,  CT  06105  j 

070002 

1 

11/15/2006 

CT  L 

\SMBS 

South  Jersey  Healthcare-  ; 

Regional  Medici  Center 
j  1505  West  Sherman  Avenue  | 

310032 

11/20/2006 

NJ  ! 

ASMBS  1 

1  Vineland,  NJ  08360  1 

1 

Overlook  Hospital  | 

99  Beauvoir  Avenue 

Summit,  NJ  07902 

310051 

n 

Nursing  I 

Administration 

Office 

_  .  . . .  ^ 

ASMBS 

1  Cedars  Medical  Center  | 

1 1400  Northwest  12th  Avenue 

11/23/2006  1 

9 

1  Miami,  FL  33136  i 

Memiorial  Hermann  Memorial  ; 
City  Hospital  1 

921  Gessner  Road 

450610 

11/27/2006 

TX  1 

1 

ASMBS  1 

Houston,  TX  77024  j 

Tuits-New  England  Medical  i 
Colter 

750  Washington  Street 

220116 

11/27/2006  I 

MA 

ASMBS 

Boston,  MA  02111 

- 

j 

Alle^eny  General  Hospital 

320  East  North  Avenue 

390050 

inm 

1 

Fifth  Floor,  South 
Tower 

Pittsburgh,  PA  15212 

ASMBS  ! 

Northwest  Medical  Center 

2801  North  State  Road  7 

100189 

11/30/2006 

i 

ASMBS 

Margate,  FL  33063 

Potomac  Hospital 

2300  Opitz  Boulevard 

490113 

11/30/2006 

VA 

ASMBS 

Woodbridge,  VA  22191 

B^tist  Health  Medical  Center  - 
1  LiMe  Rock 

19601  1-630,  Exit  7 
'  Little  Rock,  AR  72205 

1040114 

12/01/2006 

ASMBS 

37154 
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010033 


University  of  Washington 
Medical  Center  I 

1 959  NE  Pacific  Street  | 

PO  Box  356151  ' 

Seattle,  WA  98195-6151 


St.  Luke's  Regional  Medical 
Center 

333  North  1st  Street 
Suite  120 
Boise,  ID  83702 


University  of  Alabama  at 
Birmingham  Hospital 
1 530  3rd  Avenue  South 
Kracke  Building  404 
Birmingham,  AL  35294-0016 


Hackensack  University  Medical '  310001 
Center 

30  Prospect  Avenue 
Hackensack,  NJ  07601 


Hialeah  Hospital  I 

651  East  25lh  Street 
Hialeah,  FL  33013 


Sts.  Mary  and  Elizabeth 
Hospital 

1 850  Bluegrass  Avenue 
Louisville,  KY  40215 


Bon  Secours  Surgical  Weight 
Loss-Maryview  Medical  Center 
3636  High  Street 
Portsmouth,  VA  23707 


1326002049 112/05/2006 


100053 


180040 


490017 


12/06/2006 


ASMBS 


12/07/2006 


Pomerado  Hospital 

15615  Pomerado  Road 

Poway,  X3A  92064 

050636 

Boston  Medical  Center 

88  E.  Newton  Street 
D507-Depaitment  of  Surgery 
Boston,  MA  02118 

220031 

12/08/2006 


12/13/2006 


12/15/2006 


12/18/2006 


12/18/2006 


ASMBS 


Bariatric  Office 
ASMBS 


ASMBS 


ASMBS 
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Medcenter  One,  Inc.  ^  350015 

300  North  7th  Street 
Bismarck,  ND  58501  j 

Meriter  Hospital  ^  520089 

202  South  Park  Street 

Madison,  WI 53715  .  J  „ 

University  of  Wisconsin  1520098 

Hospital  &  Clinics 
600  Highland  Avenue 
Madison,  WI  537^92  . 

Women  and  Children's  Hospital  :  190201 
4200  Nelson  Road 

Lake  Charles,  LA  70605  , _ 

Mount  Carmel  West  Hospital  ■  360035 
793  West  State  Street 
Columbus,  OH  43222 

Southcoast  Hospitals  Group-  !  220074 
Tobey  Hospital 
43  High  Street 

|Wareham,MA02571  ; 

j  Carilion  Roanoke  Memorial  N/A 

i  Hospital 

!  1906  Belleview  Avenue 
llRc^ok^A  2^14  :: 

I  Mercy  General  Health  Partners  230004 
1 1500  Sherman  Boulevard 

i 

i  Mountainside  Hospital  3 1 0054 

I I  Bay  Avenue 

;  Montcl^,  NJ  07042 

I  Park  Plaza  Hospital  '  450659 

;  1313  Hermann  Drive 
Houston,  TX  77004 


12/19/2006 


ASMBS 


12/19/2006  WI  kSMBS' 


12/19/2006  WI  i  ASMBS 


12/19/2006  LA  '  ASMBS 


12/20/2006  OH  ASMBS 


12/21/2006  MA  I  ASMBS 


12/26/2006  VA  :  ASMBS 


12/26/2006  MI  ASMBS 


12/26/2006  JNJ  IASMBS 


01/09/2007  TX  ASMBS 


37156 
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Hospital  Houston  ! 
12807  Little  York  i 

li:o-:‘r.n^TX  77093 

450795  1 

I 

j 

i 

f"  . 

-:rj*  State  Milton  S.  Hershey 
Center 

390256 

1  SCO  University  Drive 

j 

:T:-r^ey,  PA  17033  : 

J 

j  Mission  Medical  ; 

170104 

1 9100  West  74th  Street 

1  Mission,  KS  66204 

ih  ^-_  •  Memorial  Hospital 

1 100  Madison  Avenue 

31-0015 

NJ  07962 

01/12/2007 


Cl/26/2007 


iWJ  i 

ACS  j 

■ 

A'Viirrd:.  Surgical  i 
Wei^t-Loss 

Federirt  Register/ VoH75f,  No.' M 23 Monday,' Jvine  28}i 2{)10/N(i»tire!t 


Gundersen  Lutheran  Medical 
Center  ■ 

1900  South  Avenue  ^ 

U  Crosse,  WI 54601 


Kettering  Medical  Center  360079 
3535  Southern  Boulevard  j 

K^ermg,  OH  45429_  _ |  . 


Beth  Israel  Deaconess  Medical 
Center 

330  Brookline  Avenue 
Boston,  MA  022 1 5 


Shady  Grove  Adventist  210057 

Hospital 

9901  Medical  Center  Drive 
Rockville,  MD  20850  • 


Pitt  County  Memorial  Hospital  i  340040 
2100  Stantonsburg  Road 
GreenAdlle,NC  27835 _ 


St.  Cloud  Hospital 
1406  Sixth  Avenue,  North 
St.  Cloud,  MN  56303 


Virginia  Mason  Medical  Center 

1100  Ninth  Avenue 

Settle,  WA  98101  _ 'l 


Southeast  Georgia  Health  110025 
System 

2415  Paricwood  Drive 
Brunswick,  GA  3 1 520  _ j 


Baystate  Medical  Center 
759  Chestnut  Street 
Springfield,  MA  01199 


PinnacleHealth  Community  390067 
Campus 

4300  Londonderry  Road 
do  PO  Box  8700 
Harrisburg,  PA  1 7 1 09 


510087' 102/13/2007 


02/16/2007 


02/17/2006 


02/19/2007 


03/01/2007 


03/06/2007 


03/13/2007 


03/29/2007 


ASMBS 

. .  _ 

ACS 

ASMBS 

ASMBS 

ASMBS 

ASMBS 

I  ASMBS 

ACS 

ASMBS 


37158 


Federal  Register/ Vol. '75, •  No.t  l23 /Monday7lune'28y(20»lOV Notibes' 


Federal  Register/ Vol.  75,  No.  123 /Monday,  June  28,  2010 /Notices 


William  Beaumont  Hospital  - 
Royal  Oak 

3601  West  Thirteen  Mile  Road 
Ro)^  Oak,  MI  48073-6769 


University  Medical  Center  at 
Princeton 

253  Witherspoon  Street 
Princeton,  NJ  08542 


Del  Sol  Medical  Center 
10201  Gateway  West 
Suite  130 
El  Paso,  TX  79925 


230130 


220105 


Winchester  Hospital 
41  Highland  Avenue 
Winchwter,  MA  01890  *  j 


Lawrence  Memorial  Hospital  -  •  220070 
Hallmark  Health  System 
170  Governors  Avenue 
Medford,  MA  02155 


The  Methodist  Hospital  | 

6565  Fannin,  NBl-001 
Houston,  TX  77030 


ValleyCare  Health  System 
nil  East  Stanley  Boulevard 
Livermore,  CA  94550 


The  Presbyterian  Hospital 
200  Hawthorne  Lane 
Charlotte,  NC  28204 


Nix  Hospital 
414  Navarro  Street 
San  Antonio,  TX  78205 


340053 


06/07/2007 


06/06/2007 


06/08/2007 


37160 
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f  f,  143  L  :  villO  Hospital 
101  SivleyRoad 

AL  35801 


||ni5  Jewish  Hospital 
!!^777  Galbraith  Road 
!  f  OH  45236 


05/11/2007 


06/07/2007 


ASMBS 


I  I  ASMBS 


lj5C&!  :,r  Permanente  Medical 
iiCcii'  f  Richmond 
iif-01  Nevin  Avenue 


050075  (05/24/2007 


cr  Roseville  Medical  Center  050309 
I!q;i5  Medical  Plaza  | 

95661  _ | 


i>c  Regicmal  Medical  1 1 00062 


{1500  Southwest  1st  Avenue 
34471 


Francis  Hospital  &  Health  1 50033 


1600  Albany  Street 
Dc— I  II  Grove,  IN  46107 


liScU'h^m  Surgical  Ho^ital 
ill  700  West  Lindberg  Drive 
LA  70458 


06/21/2007 


ASMBS 
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210019 


Creighton  University  Medical 
Center 

601  North  30th  Street 
Omaha,  NE  68131  j 


Peninsula  Regional  Medical 
Center 

100  East  Carroll  Street 
Salisbury,  MD  21801 


Wadley  Regional  Medical 
Center 

1000  Pine  Street 

Texarkana,  TX  *^501  j 


Vista  Medical  Center  Hospital  | 
4301  Vista  Road  ' 

Pasadena,  TX  77504 


St  David’s  Medical  Center  I 
919  East  32nd  Street 
Austin,  TX  78705 


Sanford  USD  Medical  Center  | 
1 305  West  1 8th  Street 
Sioux  Falls,  SD  57117 


Weight  Loss  Surgery  Program  ' 
at  Baylor 

3600  Gaston  Avenue 
Suite  360  Wadley  Tower 
Dallas,  TX  75246 


Shelby  B^tist  Medical  Center  1 01001 6 
1000  First  Street  N. 

Alabaster,  AL  35007  s 


Lehigh  Valley  Hospital  and  ' 
Health  Network 
Cedar  Crest  &  1-78 
PO  Box  689 

Allentown,  PA  18105-1556  j 


West  Hills  Hospital 
7300  Medical  Center  Drive 


06/20/2007 


ASMBS 


ASMBS 


37162 
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:  West  Hills,  CA  91307  W  ! 

. w' J 

_ _ -  iV  ’  ■ . * 

; 

■n-  .*  j 

530079 

05/26/2007  . 

n 

ASMBS  i 

1 

{■ 

IMidd:  town  Regional  Hospital 
j|  1 05  McKnight  Drive 

OH  45044 

3'0C76  ■ 

i 

05/25/2007  ^ 

OH  1 

i 

_ i 

ASKffiS  ij 

ijKaieida  Health,  Buffalo 

1  Crr.r.r.rrd 

i  100  High  Street 

NY  14203 

300005 

0u/2n/2007 

■ .  1 
i 

NY  1 

ASMBS  i| 

II 

Valley  Hospital 

,  One  Wyoming  Street  1 

jjpaywn^  OH  45409  j 

m 

06/25/2007 

1 

1 

.  . ,J 

ASMBS 

i 

. i 

I  Mini  w:- ily  Invasive  Surgery 

•  Hospital 

!  1 1 2 1 7  Lakeview  Avenue 

II  en-i^  KS  66219 

IM/A 

i 

.  _  _ _ i 

05/25/2007 

j 

KS  i 

ASMBS 

1 1303  E.  Herndon  Avenue 
Frezno,  CA  93720 

C5  0093 

\. 

07/24/2007 

CA 

ASMBS 

r| 

i  . . 

;  Sfi,  inri  Memorial  Hospital 
j  515  College  Street 

Cedar  Falls,  IA5%1 3 

16004P 

07/17/2007 

!A 

ASMBS 

jMei!r-‘n-d  :  3  Medical  Center 
loiS  48th  Street,  2nd  floor 

'jornnklyzi,  NY  11219 

33-0194 

07/10/2007 

NY 

1 

1 

ASMBS  1 

ii 

. ij 

'  Westchester  Medical  Center 

95  Grasslands  Road 

Valhalla,  NY  10595 

530234 

07/17/2007 

jnlY 

ASMBS 

;  Dcnconss  Hospital 
i311  Strai^t  Street 

OH  45219 

36-0038 

07/17/2007 

OH 

i  ASMBS  .  ; 
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I  Northern  Ohio  Bariatric  Center  | 

1  iii  Parma  Hospital  | 

i  6305  Powers  Boulevard 

OH  44129  j 

360041 

! 

( 

. . . i 

07/10/2007  : 

OH  i 

'  1 

ASMBS 

jFiri^'cin  at  Elkins  Paric  i 

|60  E.  Township  Line  Road  i 

iFJkirts  Park,  PA  19027  J 

390142 

07/10/2007 

PA  i 

ASMBS  1 

i  T  Clinic  Medical  Center 

1 41  Mall  Road 

|jD.irjinP:Cii,MA  01805 

220171 

06/22/2007 

MA  ! 

ACS 

||St.  Francis  Hospital 

1134515  Ninth  Ave  South 

IlFederal  Wr-y,  WA  98003  | 

500141 

07/26/2007 

WA  ; 

ACS  j 

Foundation  for  | 

1  Health  *  j 

j  1401  Garces  Highway  , 
|HH£ii9,CA  93215  ’  J 

05 0503 

07/10/2007 

CA  ; 

d.b.a.  Delano  | 

B.figior:  ]  Medical  ! 
Center;  ASMBS  ! 

Noith-r-Hi  Alabama  Regional  | 
Me  Center 

eOO  East  10th  Street 

Arsn;  — nr;.  AL  36207 

010078 

07/30/2007 

AL 

ASMBS  i 

Tiiiiiy  Medical  Center 

4343  N.  Josey  Lane 
j  Csfiollton,  TX  75010 

97/30/2007 

TX  ■ 

ASMBS  1 

ijGriiiet  Medical  Center 

1:300  E.  Warwick  Drive 
lAlni^^MI  48801 

Ivil 

ASMBS 

j  Giiyiira  Regional  Medical 

1  Cater 

.  320  East  Mam  Street 
'  Crorby,  MN  56441 

241353 

08/20/2007 

MN 

ASMBS 

Valley  Medical  Center 
j  ^100  South  43rd  Street 

Re,  WA98055 

500038 

07/30/2007 

¥/A 

ASMBS 

37164 


Federal  Register /Vol.! 75,  No.  123 /Monday," June  28,' 2010/ Noticed 


■ 

38/03/2007 

... 

TX  ; 

ASMBS, 

[1 

itenrit".  nvc  Hospital  Dallas  i 

427  W.  20th  Street  i 

1  Siii-o  300 

TX  77008  , 

II 

l! 

li 

'  _Jl 

UPMC  Presbyterian  Shadyside 
5230  Centre  Avenue 

jPiuiliurgh,  PA  15232 

39-0114  1 

! 

! 

J 

08/20/2007 

PA  : 

. 

ASMBS 

i 

Onrisri  North  Medical  Center 
C42S  Network  Way 

Siiite  100  ' 

iTnf!-;.n;inalTS,  IN  46202 

15-0161 

08/2Q/2007 

IN  ^ 

ASMBS 

li 

I! 

'S 

_ 

1  Or-.r-'s  Medical  Center  j 

j  1227  East  Rusholme  Street 
j  '1!,  lA  52803  ; 

160033 

OH/03/2007  : 

lA  ; 

ASMBS  i| 

1 

!*UmYrr?ity  General  Hospital 

1 7501  Fannin  Street 

77054 

570019 

08/08/2007 

TX 

ASMBS 

ilRilis  Hospital  ^ 

i  1 101  Nott  Street 

NY  12308 

330153 

06/19/2007 

NY 

ASMBS  . 

;  University  of  Texas  Medical 

^  _ _ 

450018 

08/16/2007 

TX 

ACS 

!  = 

1 301  University  Boulevard 

ll  UrdvePon,  TX 

|77555-U68 

• 

1 

.  . J 

I  UPMC  Presbyterian  Shadyside 
j  5230  Centre  Avenue 

jFiitstnrUs  PA  15232 

39-0114 

08/20/2007 

FA 

ASMS  ! 

- 

I  ChrisMaea  Care  Health  Services 
i  4755  Ogletown  -  Stanton  Road 
Newark,  DE  19718 

OcOOOl 

DE 

ASMBS  1 

j 

Stanford  Hospital  and  Clinics 
300  Pasteur  Drive 

Stanford,  CA  94305 

050441 

• 

09/13/2007  ; 

CA 

ACS 

t 
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Summa  Health  Systons  -  >  | . 

Hospital  1 

95  Arch  Street 

Suite  240 

Akron,  OH  44304  .  : 

5^020  ^'’  M  . 

J 

'  f  1 

1 

t 

i 

\ 

09/21/^071 

OH  h 

i 

•  ^  ll! 

Memorial  Regional  Hospital  | 
3500  Johnson  Street 

FL  i 

ASMBS 

Hollywood,  FL  33021 

1 

Temple  University  Hospital 

3401  North  Broad  Street 

390027 

09/21/2007^ 

PA 

ASMBS 

Philadelphia,  PA  19140 

Good  Samaritan  Hospital 

2425  Samaritan  Drive 

09/21/2007 

CA 

ASMBS 

i  San  Jose,  CA  95124 

Johnson  City  Medical  Center 

HSP440063 

09/27/2007| 

TN 

ASMBS 

400  North  State  of  Franklin 

Road 

1 

i 

I  Johnson  City,  TN  37604  i 

j  Providence  Saint  Joseph 

Medical  Center 

201  South  Buena  Vista  Street 
Suite  425  j 

50235 

. 

N/A 

CA 

ASMBS - 
09/17/2007;  ACS  -! 
09/05/2007 

Burbank,  CA  91505  J 

. 

1  Baptist  Bariatric  Center  of 
{ Excellence 

1 1000  West  Moreno  Street 

FL 

ASMBS 

1  Pensacola,  FL  32501 

1  Hillcrest  Hospital 

12104  Woodruff  Road 

SC 

ASMBS  : 

j  Greenville,  SC  29607 

1  Fairway  Medical 
;  67252  Industry  Lane 

190267 

10/10/2007 

LA 

i  ASMBS 

1  Covington,  LA  70433 

j . 

i . . . 

John  T.  Mather  Memorial 
Hospital 

75  North  Country  Road 

g^jjlll 

■HIH 

NY 

ASMBS 

3716« 
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ijiJorthside  Hospital 
ijlOOO  Johnson  Ferry  Road 
A-^..:^.GA  30342 


11-0161  10/10/2C07i  GA 


Bariatric  Services  !  OCOOl  1108  10/10/2007;  MO 

1 1000  W.  Nifong  Boulevard, 
ir-rOni2,Suite210  ' 

MO  65203  ^  :[  ; 

iiFr,:G;yf  Giwi  Hospital  of  Plano  i  ;5-0771  i  10/10/2007| 

!!$2C0  West  Parker  Road  ! 

j|"lai:0,TX  75093  i  |  J 

‘[Hoiton  Suburban  Hospital  .  1 80088  1 10/10/2007| 

ibis  East  Broadway 

Poui5vii!e,KY  40202  :  i 


ilAOMBS 


A3MBS 


liAOMBS 
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Scott  and  White  Hospital 

2401  S.  31st  Street 

Temple,  TX  76508 

450054 

10/24/2007| 

TX  ii 

\CS 

The  Methodist  Hospitals,  Inc.  i 
303  East  89th  Avenue 

150132  I 

1 

10/30/2007! 

IN  1 

i 

I 

ASMBS“ 

Merrillville,  IN  46410 

1 

Parkview  Community  Hospital  ! 
3865  Jackson  Street 

050102 

10/30/20071 

CA 

ASMBS  1 

1  Riverside,  CA  92503 

i 

i 

1  Evergreen  Hospital 
!  12040  NE  128^  Street 

500124 

10/30/2007' 

WA  1 

i 

ASMBS 

Kirkland,  WA  98014 

I 

University  of  Maryland  i 

Medical  Center 

22  South  Greene  Street  * 
Baltimore,  MD 

21002 

11/05/2007! 

MD  ! 

ACS  ; 

21201-1595 

] 

Montefiore  Medical  Center 

111  East 210th  Street  ' 

Bronx,  NY  10467 

330059 

11/07/2007 

NY  i 

1 

Group#:  330059, 
Dr.  Karen  Gibbs  #:  i 
140341,  Dr. 

Pratibha 

Vemulapalli  #: 
3097H1;  i 

A^  : 

Emory  Crawford  Long  Hospital 
1364  Clifton  Road,  NE 

1.10078 

11/13/2007 

GA 

ACS  i 

Atlanta,  GA  30322 

El  Camino  Hospital 

2500  Grant  Ro^ 

050308 

11/19/2007 

iCA 

ASMBS 

Mountain  View,  CA  94039 

Northeast  Baptist  Hospital 

8811  Village  Drive 

1  San  Antonio,  TX  78217 

450058 

11/19/2007 

TX 

ASMBS 

37168 
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160058 


B1  Camino  Hospital 
2500  Grant  Road 
Mountain  View,  CA 


iMOUOtihl 

{94039 


^spiius  Wausau  Hospital 
333  Pineridge  Boulevard 
Vausau,WI  54401 


050303 


!i52-0030 


xorth  Florida  Regional  Medical!  21536 

ICeTito 

64TO  Newberry  Road  Suite  106 

Gaincs\ille,  FL  32605 


Baylor  Regional  Medical 
Center  at  Plano 
70  Alliance  Boulevard 
iPlaTHxTX  75093 


45-0890 


Perinsyivania  Hospital 
800  Spruce  Street 
2  Cathcart 

PhiladclpVaa,  PA  19107 


{39-0226  0 

1 
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050262 


Center 

710  FM  1960  Road  West  , 

Houston^  ipC  77090  | 


St.  Bemadine  Medical  Center 
2101  North  Waterman  Avenue 
San  Bemadino,  CA  92404  ! 


UCLA  Medical  Center  I 

10833  Le  Conte  Avenue 
CHS  72-236 
jLos  Angeles,  CA  90095 


Lourdes  Medical  Center 
Burlington  County 
21 8-A  Sunset  Road 
Wiilin^ioro,  NJ  08046  •  ; 


Sacred  Heart  Medical  Center  I 
1200  Hilyard  Street  I 

Suite  S-570 

[Eugene,  OR  97^1  ! 


Salt  Lake  Regional  Medical  | 

Center 

1 050  East  South  Temple 
Salt  Lake  City,  UT  84102  j 


Kaiser  Permanente-South  San 
Francisco 

1 200  El  Camino  Real 

South  San  Fi^cisco,  CA  94080 i 


Chilton  Memorial  Hospital  310017 
97  West  Parkway 
Pompton  Pl^s,  NJ  07444  - 


Mary  bnogene  Bassett  Hospital  | 
One  Atwell  Road 
Cooperstowi^  13326 


Sharp  Memorial  Hospital 
7901  Frost  Street  - 
5  South /ACC 


ASMBS 


1380033 


1460003 


050070 


01/30/2008 


01/23/200810R 


|02/12/2008MJ 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


[ASMBS 


ASMBS 


ASMBS 


37170 
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San  Diego,  C A  92123  ! 


Doctors  Hospital  at  White  Rock!  450678 
Lake 

9440  Poppy  Drive 
Dallas;TX  75218 


Rhode  Island  Hospital 
2  Dudley  Street  ' 

Suite  470 

vidence,  RI 02905 


Munson  Medical  Center 

1 105  Sixdi  Street 

Traverse  City,  MI  4%84  1 


DayOne  Health  at  900  N.  i 
Michigan  Surgical  Center 
409  West  Huron 
Suite  300 
Chicago,  IL  60613 


use  University  Hospital  j 

1500  San  Pablo 

Los  Angeles,  CA  90033 


Lexington  Medical  Center 
2720  Sunset  Boulevard 
West  Columbia,  SC  29169- 
4810 


Saint  Clare's  Hospital 
400  West  Blackwell  Street 
Dover,  NJ  07801 


310050 


250040 


CT 

ASMBS 

MS 

ASMBS 

Federal  Register/ Vol.  75,  No.  123/Monday,  June  28,  2010/Notices 


37171 


070035 


St.  John's  Regional  Health  .  1 260065 
Center  j 

1235  East  Cherokee  Street 
Springfield,  MO  65804  I _ 

Willis  Knighton  Health  System  1 1901 1 1 
2551  Greenwood  Road 
Suite  340 

Shreveport,  LA  71103 _ j _ 

Cottage  Health  Systm  j  030596 

?0  Box  689  Pueblo  at  Bath 
i  Street  I 

S^ta  Barba^  ^  93 1 02-0689  j _ 

Syosset  Hospital  1 330106 

221  Jericho  Turnpike 

Syosset,  NY  1  n91 _ ;  j 

The  Hospital  of  Central,  ^  070035 

Connecticut 

1000  Grand  Street 

New  Britain,  CT  06050 _  ; _ 

Stringfellow  Memorial  Hospital!  01-0038 
105  Windsor  Lane 

Rainbow  City,  AL  35906  ; _ 

Providence  Alaska  Medical  02-0001 
Center 

3200  Providence  Drive  i 

Anchorage,  AK  99519-6604  : 

The  Reading  Hospital  and  !  390044 

Medical  Center 
2603  Keiser  Boulevard 
■  Wyomissing,  PA  19610  I 

j  Good  Samaritan  Hospital  i  330158 

1 255  Lafayette  Avenue 
Suffem,  NY  10901  _ j| _ 

I  San  Joaquin  Community  1 04055 

Hospital  ,  i 

!  2819  H  Street  i 


03/17/2008  MO 


03/17/20081  LA 


02/25/2008  CA 


02/19/2008 


ASMBS 


ASMBS 


ASMBS 


03/1 1/20081  CT 


ASMBS 


ASMBS 


02-0001 


390044 


330158 


04055 


03/1 1/20081  AL 


03/17/20081  AK 


03/25/20081  PA 


03/25/2008 


04/01/2008!  CA 


ASMBS 


ASMBS 


ASMBS 


1  BS 


ASMBS 


37172 
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Bak«^field,  CA  93301 


Lowell  General  Hospital 
295  Vamum  Avenue 
Lowell,  MA  01854 


02/22/2008 


emorial  Health  University  ; 
Medical  Center 
4700  Waters  Avenue 
Savannah,  GA  31404 


Christiana  Care  Health  Services  | 
3506  Kennett  Pike 
Wilmington,  DE  19807 


Abington  Memorial  Hospital  j  39023 1 
1235  Old  Yoik  Road,  Suite  G-  ■ 

28 

\bmgton,  PA  19001  i 


Gateway  Medical  Center  ! 

1771  Madison  Street  • 

ClarksviUe,TN  37043 


Westchester  Medical  Center 
95  Grasslands  Road 
Valhalla,  NY  10595 


High  Point  Regional  Health 
System 

601  N.  Elm  Street 
High  Point,  NC  27261 


Desert  Regional  Medical  Center! 
1150  North  Indian  Canyon 
Drive 

Palm  Spring,  CA  92262 


Southwest  General  Hospital 
7400  Barlite  Boulevard 
San  Antonio,  TX  78224 


04/08/2008 


Medicare:  220063; 
Medicaid  Inpatientt 
#:  100228; 
Medicaid 
Outpatient  #: 
1201069;  ACS 
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Muhlenberg  Re^onal  Medical  !  3 1 0063 
Center 

Park  Avenue  and  Randolph 
Road 

Plainfield,  NJ  07061 


St.  Mary’s  Medical  Center 
407  East  3rd  Street 
Duluth,  MN  55805 


St.  Charles  Medical  Center  - 
Bend  I 

2500  NE  Neff  Road  ! 

Bend,  OR  97701 


Bay  Area  Hospital 
1775  Thompson  Road 
Coos  Bay,  OR  97420 


Saint  Elizabeth  Regional  j 

Medical  Center  I 

555  South  70th  Street  ^ 

Lincoln,  NE  68510 


Holston  Valley  Medical  Center  | 
130  Ravine  Street  j 


Holy  Cross  Hospital 
1500  Forest  Glen  Road 
Silver  Spring,  MD  20910 


North  Carolina  Baptist  Hospital 
Medical  Center  Boulevard  i 
WiMton  Sato,  NC  27157 


Flagler  Hospital 

400  Health  Paric  Boulevard 

St.  Augustine,  FL  32086 


Torrance  Memorial  Medical 
Center 

3330  Lomita  Boulevard 
Torrance,  CA  90505 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS 

6th  Floor  Surgical 
Unit 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


37174' 
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■r^r-T.rnT,  - 

St.  John  Macomb-Oakland  | 

Hospital  1 

27483  Dequindre  Road 

Madison  Heights,  Ml  48701  i 

230195  • 

Ml  |. 

i 

t 

i 

j 

(\S1^S  '  j 

Suite  204  | 

1  *  f  '  '1  ' 

Nebraska  Methodist  Hospital  | 

ASMBS  •  ■■ 

10060  Regency  Circle 

muiH 

IH 

Omaha,  NE  681 14 

o  ;r^ 

Marquette  General  Hospi^ 

imm 

Ml  i 

ASMBS  • 

580  West  College  Avenue  i 

.  '  '  i 

^ 

jfh  j 

Marquette,  Ml  49855 

\ 

_ _ j 

i 

Sacred  Heart  Hospital  ! 

100025 

mmm 

FL  ■>-  1 

ASMBS 

5149  North  9th  Avenue  ' 

Suite  G-32 

Pensacola,  FL  32504 

\ 

j 

1 

L.  . 1. . .  . 

Central  Mississippi  Medical 

250072 

mm 

MS 

ASMBS 

Center 

1850  Chadwick  Drive 

Jackson,  MS  39204 

i 

. . i 

\ 

\ 

Vista  Hospital  of  Dallas 

TX  ! 

26%  West  Walnut  Street 
Garland,  TX  75042 

..  V 

>  s  i  *  1 

■■■-'I 

; 

f  1 

.. .  ' . J 

St.  Alexius  Medical  Center 

iOBH 

ASMBS  1 

1555  Barrington  Road 
■  Hofhnan  Estates,  IL  60169 

"  T 

... . _  ::**  .i 

- . .1- 

. .  .  . 

Alexian  Brothers  Medical 
Center 

800  Biest^eld  Road 

Elk  Grove  Village,  Illinois 
60007 

14-0290 

08/26/2008 

O’.  • 

IL  ‘ 

ASMBS  1 

6th  Floor  1 
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jAlegent  Health  Immanuel 
Medical  Center 
6828  North  72nd  Street 
Suite  5500 
Omaha,  NE  68122 


2800S1 


C2/29/200£:jip 


llASMiJiS 


iMountainView  Hospital 
3100  North  Tenya  Way 
Las  Vegas,  NV  89128 


290039 


09/03/2008!iN 


ASMBS 


Southwest  Washington  Medical 

Center 

400  NE  Mother  Joseph  Place 
[Vancouver,  WA  98664 


500050 


09/08/2008; 


WA 


ASMBS 


JFK  Medical  Center 
5301  South  Congress  Avenue 
|At]anHs,FL  33462 


100080 


09/18/2008 


FL 


ASMBS 


|McLaren  Regional  Medipal 
Cento: 

[401  South  Ballenger  Highway 
Flint,  MI  48532 


230141 


09/24/20081 


MI 


[Chey^enne  Regional  Medical 
Center 

2301  House  Avenue,  Suite  500 
[Cheyenne,  WY  82001 


530014 


09/24/2008 


WY 


St.  Mary  Mercy  Hospital 
14555  Levan  Road,  Suite  31 1 
Livonia,  MI  48154 


12200126 


[09/25/2008: 


IMI 


ASMBS 


ASMBS 


ASMBS 


Altru  Health  System 
1000  South  Columbia  Road 
Grand  Forks,  ND  58206 


350019 


09/25/2008? 


Nd 


ASMBS 


Lutheran  Hospital  of  Indiana 
Bariatric  Center 
7836  West  Jefferson,  Suite  101 
Ft.  Wayne,  IN  46804 


150017 


09/25/2008 


IN 


ASMBS 


Seton  Medical  Center 
1201  West  38th  Street 
Austin,  TX  78705 


450056 


09/25/2008  TX 


ASMBS 


37176 
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St.  Elizabeth  and  St.  Joseph  i  36-0161 

Surgical 

452  Broadway  Street 
oungstown,  OH  44504  j 


Hairy  Ford  Macomb  Hospital  -i  230204 
Warroi  Campus 
13355  East  10  Mile  Road 
Warren,  MI  48089 


Saint  Alphonsus  Regional 
Medical  Center 
1055  North  Curtis  Road 
Boise,  ID  83706 


verside  Methodist  Hospital  i 
3535  Olentangy  River  Road 
Columbus,  OH  43214 


Lawroice  Hospital  Center  | 
55  Palmer  Avenue 
BronxvUle,  NY  10708 


Winthrop  University  Hospital  j 
120  Mineola  Boulevard  I 

Suite  320 

Mineola,  NY  11501  ^ 


St.  John's  Regional  Medical 
Colter 

1 700  North  Rose  Avenue 
#380  ; 

Oxnard,  CA  93030 


Floyd  Medical  Center 
PO  Box  233 
Rome,  GA  30162 


Hazleton  General  Hospital 
700  East  Broad  Street 
Hazleton,  PA  18201 


Memorial  Hermann  Texas 
Medical  Center 
641 1  Fannin  Street 
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Houston,  TX  77030  i 

HMill 

■nil 

. . . 1 

Mercy  Medical  Center 

mm 

lA  1 

ASMBS  ! 

1 1 1 1  6th  Avenue  ‘ 

Des  Moines,  lA  50314-9906 

* 

i 

1 

■  1 

Northwest  Medical  Center 

ASMBS  ! 

1980  W.  Hospital  Drive 

1  Suite  200  I 

5 

> 

1 

1 

1  Tucson,  AZ  85741 

.  ; 

; 

Plaza  Medical  Center  of  Fort  1 

450672 

03/20/200^ 

ASMBS  1 

Worth 

900  8th  Avenue 

PAT-Bariatrics 
iFt.  Worth,  TX  76104 

j 

SUNY  Upstate  Medical 

NPI#: 

03/27/2009! 

NY  1 

ACS;  General 

University  ! 

1 

Acute  Care 

750  E.  Adams  Street,  ^  • 

University  Hospital 

Syracuse,  NY  1 32 1 0 

• 

i 

Hospital  Number:  ‘ 
330241 

Winchester  Medical  Center 

490005 

VA 

ASMBS 

Bariatric  Program 

1 1 840  Amherst  Street 

1  Winchester,  VA  22601 

1 

.  .  _ ! 

. 

Vanderbilt  University  Medical 

1952356065 

TN 

ACS 

Center 

1215  21st  Avenue  South 
Nashville,  TN  37232 

1  Mother  Frances  Regional 

450102 

05/07/2009 

TX 

ASMBS 

1  Medical  Center 
j  910  East  Houston  Street 

1  Suite  550 
[Tyler,  TX  75702 

;  Sparrow  Health  System 

230230 

MI 

ASMBS 

:  2900  Hannah  Boulevard 

1  Suite  B-107 

1  East  Lansing,  MI  48823 

;  First  Street  Hospital 

67009 

TX 

ASMBS 

37178 
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330286 


050069 


,23-0117 


145-0044 


Good  Samaritan  Hospital  > 

Medical  Center 
1000  Montauk  Highway 
West  blip,  NY  11795  ! 


St.  Josei^  Hospital  i 

1 100  West  Stewart  Drive 
Orange,  CA  92868 


Borgess  Medical  Center  . 

1521  Gull  Road  i 

Kalamazoo,  MI  49048  : 


UT  Southwestern  Medical  j 
Center 

5909  Harry  Hines  Boulevard 
Dallas,  TX  75235 


Brookdale  University  Hospital/  j 
Medical  Center  ! 

1  Brookdale  Plaza 
ew  York,  NY  11212  ’ 


Des  Peres  Hospital 
2345  Dou^eity  Fmy  Road 
St.  Louis,  MO  63122 


Surgical  Wei^t  Loss  Program  ,  1790789147  i  06/10/2009| 
at  Eastern  Maine  ! 

Medical  Center 
905  Union  Street 
Suite  11 

Bangor,  M^4^1  ; 


Baylor  Medical  Center  at  Frisco! 
5601  Warren  Parkway 
Frisco,  TX  75034 


Trinity  Hospital  of  Augusta 
1500  Johns  Road 
Suite  3 

Augusta,  GA  30904  ! 


06/05/20091 


110039 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS 
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The  Nebraska  Medical  Center  i 
988142  Nebraska  Medical 

Center 

Omaha,  NE  68198-8142 

28-0013  i 

06/29/2009| 

NE  .  1 

i 

{ 

. 1 

ASMBS 

Day  Surgery  at  Renaissance 

DBA  Doctors  Hospital  at 
Renaissance 

450869  I 

07/13/2009j 

‘ 

TX  ! 

1 

ASMBS 

5501  S.  McColl  Road 

* 

; 

j 

1  Edinburg,  TX  78539  ; 

_ i 

j  Gunderson  Lutheran  Medical  1 
i  1900  South  Avenue  | 

1851343115 

04/28/20091 

WI  1 

ACS 

!  Lacrosse,  WI 54601  i 

1 

. . .  __J 

. . 1 

1  i 

1  Princeton  Baptist  Medical  i 

1  Center 

i  91 7  Tuscaloosa  Avenue,  SW 

1144312430s 

07/01/20091 

AL 

t 

Birmingham,  AL  3521 1  | 

_ j 

! 

Centegra  Health  System  ; 

Memorial  Medical  Center 

3701  Doty  Road 

Woodstock,  IL  60098 

140176  1 

08/14/200^ 

'  i 

IL  1 

! 

i 

ASMBS 

Wesley  Long  Community 
Hospital 

501  North  Elam  Avenue 

1477591055 | 

06/29/2009* 

NC 

ACS 

Greensboro,  NC  27403-1199  j 

i 

South  Miami  Hospital 

3  East  Tower  Building, 

6200  SW  73rd  Street 

100154 

06/22/200^ 

FL  I 

i 

ASMBS 

South  Miami,  FL  33143 

Castle  Medical  Center 

640  Ulukahiki  Street 

120006 

09/08/2009 

HI 

ASMBS 

Kailua,  HI  96734 

. . .  .. 

1  Advocate  Good  Samaritan 

I  Hospital 

1 3815  Highland  Avenue 
!  Downers  Grove,  IL  605 1 5 

140288 

09/08/2009 

IL 

ASMBS 
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Ar>MBS 


a  J  Heart  Medical  Center 

377  RiverBend  Drive 

380033  ' 

! 

01/23/2005! 

j 

OR  97477 

i 

_ 1 

\i  :ob:r  Weig^it  Lx)ss  Solutions  ’  3fiCCJ42 
!l00  Jackson  Pike  - 

OH  45631 


190041 


Surgery  at  Renaissance  i  450869  ;  07/1 3/200^ 

jpDA  Doctors  Hospital  at  ■ 

!  5501  S.  McColl  Road  I  ; 

■Ngbi^TO:  78539  j  j 

I  n  ndc”  n  Lutheran  Medical  j  1 85 1 343 115; 

?1900  South  Avenue  I  • 

WI 54601  j  j|  j 

I  i  Baptist  Medical  !|l  144312430  |j07/01/2009j 

ij-_- — --_-i  ^  ! 

1 917  Tuscaloosa  Avenue,  SW 

\p\77^-^Z7V,^A^52U  ,  j 


j  C^:4  :^a  Health  System  i  140176  1 

I  Memorial  Medical  Center 
1 3701  Doty  Road 

ij?/oodstock,  EL  60098  j 

:|v/esl^  Long  Community  i  1477591055  i 

jiSCl  North  Elam  Avenue 
; Or;:r  NC  27403-1 199  = 


Medical  Center 
Ulukahiki  Street 


1120006 


109^3/20051111 
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Kailua,  HI  96734 


Advocate  Good  Samaritan 
Hospital 

3815  Highland  Avenue 
Downers  Grove,  IL  60515 


Sacred  Heart  Medical  Center 
3377  RiverBend  Drive 
Springfield,  OR  97477 


Holzer  Weight  Lx)ss  Solutions 
100  Jackson  Pike 
Gallipolis,  OH  45631 


Christus  Schumpert  Health 
System 

One  St.  Mary  Place 
Shreveport,  Louisiana  71 101 


AnMed  Health  Medical,  Center 
800  North  Fant  Street 
Anderson,  SC  29621 


Sinai  Hospital  of  Baltimore 
2435  W.  Belvedere  Avenue 
Baltimore,  MD  21215 


Maine  Medical  Center 
10  Andover  Road 
Portland,  ME  04102-1954 


Palmyra  Medical  Center 
2000  Palmyra  Road 
Albany,  GA  31702-1908 


Fresno  Heart  and  Surgical 
Hospital 

15  East  Audobon  Drive 
Fresno,  CA  93720 


Englewood  Hospital  and 
Medical  Center 
350  Engle  Street 
Englewood,  NJ  07^31 


Central  Baptist  Hospital 


190041 


6320255 


11/09/2009 


310045 


180103 


11/09/2009 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS 
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1 740  Nicholasville  Road 
Lexington,  KY  40503  | 


Providence  Health  Center 
405  Londonderry,  Suite  312 
Waco,  TX  76712  ^ 


Foundation  Surgical  Hospital  I 

9522  Hudmer 

San  Antonio,  TX  78420 


Middle  Tennessee  Medical  i 
Center 

400  North  Highland  Avenue 
Murfreesboro,  TN  37129* 


Iowa  Methodist  Medical  Center !  160082 

6000  University  Avenue 

West  Des  Moines,- lA  50266  ! 


Parkway  Medical  Center  j 

1854  Beltline  Road  SW 
Decatur,  AL  35601  _  J 


Texas  Health  Presbyterian 
Hospital  Doiton 
3000 1-35  North 
Denton,  TX  76201  - 


lie  Medical  Center  j 

100  McGregor  Street  | 

Manchester,  NH  03102 


Wood  County  Hospital  i 

950  West  Wooster  Street 
Bowling  Green,  OH  43402 


West  Jefferson  Medical  Center  i 
1 101  Medical  Center  Boulevard  ; 
Mawero,  lA  7W72 _ 


Exempla  Saint  Joseph  Hospital  >  06-0028 
1835  Franklin  Street 
Denver,  CO  80218 


Wise  Regional  Health  Syston  450271 
800  Medical  Center  Drive  I 


11/25/20091 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS 
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330240 


Decatur,  TX  76234 


Overlake  Hospital  Medical 
Center 

1035  1 16th  Avenue  NE 
Bellevue,  WA  98004 


Henry  Ford  Wyandotte  Hospital! 
2333  Biddle  Avenue  ! 

Wyandotte,  MI  48192  j 


Harlem  Hospital  Cento’ 

506  Lenox  Avenue  | 

New  York,  NY  10037  I 


Flagstaff  Medical  Center 
1 200  North  Beaver  Street 
Flagstaff,  AZ  86001  j 


Forest  Health  Medical  Center  ;  230144 
135  South  Prospect 
Ypsilanti,  MI  48198  _  j 


St.  Luke’s  Hospital  and  Health  j 
Networic 

1736  Hamilton  Street 
Allentown,  PA  18104 


Lutheran  Medical  Center 
150  55th  Street 

Brooklyn,  NY  11220b  S 


8/22/2005 


1  Saint  Luke’s  Hospital  of  Kansas! 

iCity  I 

4401  Woman  Road 

Kansas  City,  MO 

W19F145  1 

1 

North  Shore  Medical  Center  -  ; 
Salem  Hospital 
j  81  Highland  Avenue 
j  Salem,^  01970 

220035 

Bellevue  Hospital 

550  First  Avenue  NEV  15 

South  7 

New  York,  NY  10016 

1073535027-j 

f 

ASMBS 


ASMBS 


ASMBS; 


ASMBS 


ASMBS 


ASMBS 


ASMBS 


ASMBS 
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Texsan  Heart  Hospital 
|6700IH  lowest 
|San  Antonio,  TX  78201 -2009 

!West  Virginia  University  - 
jScliool  of  Medicine 
jOiie  Medical  Centa-  Drive 

[M-i^iiuwn^WV  26506 

Mci!H>jht  Hospital  of  j  050590 

•  Sn-'-rrtrr.r.rfto  ! 

7500  Hospital  Drive 

CA  95823  _ 

Mert'H  nite  Gena^  Hospital  of  •  100013 
Caycy  dba  Hospital  Menonita 

,  Csyvy 

ro  Box  373130 

|Ca^  PR  00737-31 30 _ i 
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HI 

NH 

ASMBS 

Harford  Memorial  Hospital 

421  South  Union  Ave,  Suite 

201  .  i 

Havre  de  Grace,  MD  21078 

1770589533’ 

12/22/2009 

MD 

ACS  . 

Windber  Medical  Center  ' 

600  Somerset  Avenue 

Windber,  PA  15963  _  : 

36-0180 

04/30/2010 

PA 

ASMBS 

Addendum  XVI— FDG-PET  for 
Dementia  and  Neurodegenerative 
Diseases  Clinical  Trials 

In  a  National  Coverage  Determination 
for  fluorodeoxyglucose  positron 


emission  tomography  (FDG-PET)  for 
Dementia  and  Neurodegenerative 
Diseases  (220.6.13)  we  indicated  that  an 
FDG-PET  scan  is  considered  reasonable 
and  necessary  in  patients  with  mild 
cognitive  impairment  or  early  dementia 


only  in  the  context  of  an  approved 
clinical  trial  that  contains  patient 
safeguards  and  protections  to  ensure 
proper  administration,  use,  and 
evaluation  of  the  FDG-PET  scan. 


Facility  name 

- T 

Provider  No. 

Date  approved  | 

State 

Name  of  trial 

_ L 

Principal  investigator 

UCLA  Medical  Center . 

10833  Le  Conte  Avenue 

Los  Angeles,  CA  90095 

HW13029  . 

06/07/2006 

CA . 

Early  and  Long-Term  Value 
of  Imaging  Brain  Metabo¬ 
lism. 

Dr.  Daniel  Silverman. 

Santa  Monica-UCLA  Medical 
Center. 

1245  16th  Street 

Suite  105 

Santa  Monica,  CA  90404. 

W.11817A . 

01/12/2007 

CA  . 

N/A  . 

N/A. 

University  of  Buffalo . 

3435  Main  Street 

Buffalo,  NY  14214 

14414A  . 

03/12/2007 

NY  . 

Metabolic  Cerebral  Imaging 
in  Incipient  Dementia 
(MCl-ID). 

Dr.  Daniel  Silverman. 

Center  for  Alzheimer’s  Care, 
Imaging  and  Research 
(University  of  Utah). 

650  Komas  Drive 

Suite  106-A 

Salt  Lake  City,  UT  84108 

460009  . 

•  02/17/2009 

UT  . 

Metabolic  Cerebral  Imaging 
in  Incipient  Dementia 
(MCl-ID). 

Norman  Foster,  M.D. 

Medical  University  of  South 
'  Carolina. 

169  Ashley  Avenue 

PO  Box  250322 

Charleston,  SC  29425 

1073605879  ..... 

02/17/2009 

SC  . 

N/A  . 

Kenneth  Spicer. 

Cedars-Sinai  Medical  Center 
8700  Beverly  Boulevard 

Nuc  Suite  1239 

Los  Angeles,  CA  90048 

951644600  . 

10/09/2009 

CA  . 

“Early  and  Long-term  Value 
of  Imaging  Brain  Metabo-^ 

I  lism”. 

J _ _ 

Dr.  Alan  Waxman. 

i 

_ 

(FR  Doc.  2010-15257  Filed  6-25-10:  8:45  am] 

BILLING  CODE  4120-01-l> 


Monday, 

June  28,  201.0  ' 


Part  in 

Department  of  the  Treasury 

Internal  Revenue  Service 
26  CFR  Parts  54  and  602 

Department  of  Labor 

Employee  Benefits  Security 
Administration 

29  CFR  Part  2590 

Department  of  Health  and 
Human  Services 

45  CFR  Parts  144,'  146,  and  147 

Patient  Protection  and  Affordable  Care 
Act;  Requirements  for  Group  Health  Plans 
and  Health  Insurance  Issuers  Under  the 
Patient  Protection  and  Affordable  Care 
Act  Relating  to  Preexisting  Condition 
Exclusions,  Lifetime  and  Annual  Limits, 
Rescissions,  and  Patient  Protections;  Final 
Rule  and  Proposed  Rule 


^\)R£C^ 


tlTTESA' 

SCfilPTA 

IWANtl 
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DEPARTMENT  OF  THE  TREASURY 
Internal  Revenue  Service 

26  CFR  Parts  54  and  602 

[TO  9491] 

RIN  1545-BJ61 

DEPARTMENT  OF  LABOR 

Employee  Benefits  Security 
Administration 

29  CFR  Part  2590 

RIN  1210-AB43 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

[OCIIO-9994-IFC] 

45  CFR  Parts  144, 146,  and  147 

RIN  0991-AB69 

Patient  Protection  and  Affordable  Care 
Act:  Preexisting  Condition  Exclusions, 
Lifetime  and  Annual  Limits, 
Rescissions,  and  Patient  Protections 

AGENCIES:  Internal  Revenue  Service, 
Department  of  the  Treasury;  Employee 
Benefits  Security  Administration. 
Department  of  Labor;  Office  of 
Consumer  Information  and  Insurance 
Oversight,  Department  of  Health  and 
Human  Services. 

ACTION:  Interim  final  rules  with  request 
for  comments. 

SUMMARY:  This  document  contains 
interim  final  regulations  implementing 
the  rules  for  group  health  plans  and 
health  insurance  coverage  in  the  group 
and  individual  markets  under 
provisions  of  the  Patient  Protection  and 
Affordable  Care  Act  regarding 
preexisting  condition  exclusions, 
lifetime  and  annual  dollar  limits  on 
benefits,  rescissions,  and  patient 
protections. 

DATES:  Effective  Date.  These  interim 
final  regulations  are  effective  on  August 
27.  2010. 

Comment  Date.  Comments  are  due  on 
or  before  August  27,  2010. 

Applicability  Dates: 

1.  Group  health  plans  and  group 
health  insurance  coverage.  These 
interim  final  regulations,  except  those 
under  Public  Health  Service  Act  (PHS 
Act)  section  2704  (26  CFR  54.9815- 
2704T,  29  CFR  2590.715-2704,  45  CFR 
147.108),  generally  apply  to  group 
health  plans  and  group  health  insurance 
issuers  for  plan  years  beginning  on  or 
after  September  23,  2010.  These  interim 
final  regulations  under  PHS  Act  section 
2704  (26  CFR  54.9815-2704T,  29  CFR 


2590.715-2704,  45  CFR  147.108) 
generally  apply  for  plan  years  beginning 
on  or  after  January  1,  2014,  except  that 
in  the  case  of  individuals  who  are  under 
19  years  of  age,  these  interim  final 
regulations  under  PHS  Act  section  2704 
apply  for  plan  years  beginning  on  or 
after  September  23,  2010. 

2.  Individual  health  insurance 
coverage.  These  interim  final 
regulations,  except  those  under  PHS  Act 
section  2704  (45  CFR  147.108), 
generally  apply  to  individual  health 
insurance  issuers  for  policy  years 
beginning  on  or  after  September  23, 

2010.  These  interim  final  regulations 
under  PHS  Act  section  2704  (45  CFR 
147.108)  generally  apply  to  individual 
health  insurance  issuers  for  policy  years 
beginning  on  or  after  January  1,  2014, 
except  that  in  the  case  of  eiirollecs  who 
are  under  19  years  of  age,  these  interim 
final  regulations  under  PHS  Act  section 
2704  apply  for  policy  years  beginning 
on  or  after  September  23,  2010. 
ADDRESSES:  Written  comments  may  be 
submitted  to  any  of  the  addresses 
specified  below.  Any  comment  that  is 
submitted  to  any  Department  will  be 
shared  with  the  other  Departments. 
Please  do  not  spbmit  duplicates. 

All^:omments  will  be  made  available 
to  the  public.  Warning:  Do  not  include 
any  personally  identifiable  information 
(such  as  name,  address,  or  other  contact 
information)  or  confidential  business 
information  that  you  do  not  w’ant 
publicly  disclosed.  All  comments  are 
posted  on  the  Internet  exactly  as 
received,  and  can  be  retrieved  by  most 
Internet  search  engines.  No  deletions, 
modifications,  or  redactions  will  be 
made  to  the  comments  received,  as  they 
are  public  records.  Comments  may  be 
submitted  anonymously. 

Department  of  Labor.  Comments  to 
the  Department  of  Labor,  identified  by 
RIN  1210-AR43,  by  one  of  the  following 
methods: 

•  Federal  eRulemaking  Portal:  http:// 
ix'ww.regulations.gov.  Follow  the 
instructions  for  submitting  comments. 

•  E-mail:  E- 

OHPSCA  7 1 5.EBSA@dol.gov. 

•  Mail  or  Hand  Delivery:  Office  of 
Health  Plan  Standards  and  Compliance 
Assistance,  Employee  Benefits  Security 

^Administration,  Room  N-5653,  U.S. 
Department  of  Labor,  200  Constitution 
Avenue,  NW.,  Washington,  DC  20210, 
Attention;  RIN  1210-AB43. 

Comments  received  by  the 
Department  of  Labor  will  be  posted 
without  change  to  http:// 
www.regulations.gov  and  http:// 
www.dol.gov/ebsa,  and  available  for 
public  inspection  at  the  Public 
Disclosure  Room,  N-1513,  Employee 


Benefits  Security  Administration,  200 
Constitution  Avenue.  NW.,  Washington, 
DC  20210. 

Department  of  Health  and  Human 
Services.  In  commenting,  please  refer  to 
file  code  0CI10-9994-1FC.  Because  of 
staff  and  resource  limitations,  we  cannot 
accept  comments  by  facsimile  (FAX) 
transmission. 

You  may  submit  comments  in  one  of 
four  ways  (please  choose  only  ong  of  the 
ways  listed): 

•  Electronically.  You  may  submit 
electronic  comments  on  this  regulation 
to  http://www.regulations.gov.  Follow 
the  instructions  under  the  “More  Search 
Options”  tab. 

•  By  regular  mail.  You  may  mail 
written  comments  to  the  following 
address  ONLY:  Office  of  Consumer 
Information  and  Insurance  Oversight, 
Department  of  Hftalth  and  Human 
Services,  Attention:  OCIIO-9994-IFC, 
P.O.  Box  8016,  Baltimore,  MD  21244- 
18.50. 

•  Please  allow  sufficient  time  for  mailed 
comments  to  be  received  before  the 
close  of  the  comment  period. 

•  By  express  or  overnight  mail.  You 
may  send  written  comments  to  the 
following  address  ONLY:  Office  of 
Consumer  Information  and  Insurance 
Oversight,  Department  of  Health  and 
Human  Services,  Attention:  OCIIO- 
9994-IFC,  Mail  Stop  C4-26-05,  7500 
Security  Boulevard,  Baltimore,  MD 
21244-1850. 

•  By  hand  or  courier.  If  you  prefer, 
you  may  deliver  (by  hand  or  courier) 
your  written  comments  before  the  close 
of  the  comment  period  to  either  of  the 
following  addres.ses: 

o  For  delivery  in  Washington,  DC — 
Office  of  Consumer  Information  and 
Insurance  Oversight,  Department  of 
Health  and  Human  Services,  Room  445- 
G,  Hubert  H.  Humphrey  Building,  200 
Independence  Avenue,  SW., 
Washington,  DC  20201. 

•  (Because  access  to  the  interior  of  the 
Hubert  H.  Humphrey  Building  is  not 
readily  available  to  persons  without 
Federal  government  identification, 
commenters  are  encouraged  to  leave 
their  comments  in  the  OCIIO  drop  slots 
located  in  the  main  lobby  of  th» 
building.  A  stamp-in  clock  is  available 
for  persons  wishing  to  retain  a  proof  of 
filing  by  stamping  in  and  retaining  an 
extra  copy  of  the  comments  being  filed.) 

o  For  delivery  in  Baltimore,  MD — 
Centers  for  Medicare  &  Medicaid 
Services,  Department  of  Health  and 
Human  Services,  7500  Security 
Boulevard,  Baltimore,  MD  21244-1850. 

If  you  intend  to  deliver  your 
comments  to  the  Baltimore  address, 
please  call  (410)  786-7195  in  advance  to 
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schedule  your  arrival  with  one  of  our 
staff  members. 

Comments  mailed  to  the  addresses 
indicated  as  appropriate  for  hand  or 
courier  delivery  may  be  delayed  and 
received  after  the  comment  period. 

Submission  of  comments  on 
paperwork  requirements.  You  may 
submit  comments  on  this  document’s 
paperwork  requirements  by  follovving 
the  instructions  at  the  end  of  the 
“Collection  of  Information 
Requirements”  section  in  this  document. 

Inspection  of  Public  Comments:  All 
comments  received  before  the  close  of 
the  comment  period  are  available  for 
viewing  by  the  public,  including  any 
personally  identifiable  or  confidential 
business  information  that  is  included  in 
a  comment.  We  post  all  comments 
received  before  the  close  of  the 
comment  period  on  the  following  Web 
site  as  soon  as  possible  after  they  have  . 
been  received:  http:// 
www.reguIations.gov.  F’ollow  the  search 
instructions  on  that  Web  site  to  vieW 
public  comments. 

Comments  received  timely  will  also 
be  available  for  public  inspectipn  as 
they  are  received,  generally  beginning 
approximately  three  weeks  after 
publication  of  a  document,  at  the 
headquarters  of  the  Centers  for  Medicare 
&  Medicaid  Services,  7500  Security 
Boulevard,  Baltimore,  Maryland  21244, 
Monday  through  Friday  of  each  week 
from  8:30  a.m.  to  4  p.m.  EST.  To 
schedule  an  appointment  to  view  public 
comments,  phone  1-800-743-3951. 

Internal  Revenue  Service.  Comments 
to  the  IRS,  identified  by  REG-120399- 
10,  by  one  of  the  following  methods: 

•  Federal  eRuIemaking  Portal:  http:// 
www.regulations.gov.  Follow  the 
instructions  for  submitting  comments. 

•  Mai7;CC:PA:LPD:PR(REG-120399- 
10),  Room  5205,  Internal  Revenue 
Service,  P.O.  Box  7604,  Ben  Franklin 
Station,  Washington,  DC  20044. 

•  Hand  or  courier  delivery:  Monday 
through  Friday  between  the  hours  of  8 
a.m.  and  4  p.m.  to:  CC:PA:LPn:PR 
(REG-120399-10),  Courier’s  Desk, 
Internal  Revenue  Service,  1111 
Constitution  Avenue,  NW.,  Washington 
DC  20224. 

All  submissions  to  the  IRS  will  be 
open  to  public  inspection  and  copying 
in  Room  1621, 1111  Constitution 
Avenue,  NW.,  Washington,  DC  from  9 
a.m.  to  4  p.m. 

FOR  FURTHER  INFORMATION  CONTACT; 

Amy  Turner  or  Beth  Baum,  Employee 
Benefits  Security  Administration, 
Departmentof  Labor,  at  (202)  693-8335; 
Karen  Levin,  Internal  Revenue  Service, 
Department  of  the  Treasury,  at  (202) 
622-6080;  Jim  Mayhew,  Office  of 


Consumer  Information  and  Insurance 
Oversight,  Department  of  Health  and 
Human  Services,  at  (410)  786-1565., 
Customer  Service  Information: 
Individuals  interested  in  obtaining 
information  from  the  Department  of 
Labor  concerning  employment-based 
health  coverage  laws  may  call  the  EBSA 
Toll-Free  Hotline  at  1-866-444-EBSA 
(3272)  or  visit  the  Department  of  Labor’s 
Web  site  [http://www.doI.gov/ebsa).  In 
addition,  information  from  HHS  on 
private  health  insurance  for  consumers 
can  be  found  on  the  Centers  for 
Medicare  &  Medicaid  Services  (CMS) 
Web  site  [http://www.cms.hhs.gov/ 
HealthInsReformforConsume/ 
OtjOverview.asp)  and  information  on 
health  reform  can  be  found  at  http:// 
www.healthreform  .gov. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

The  Patient  Protection  and  Affordable 
Care  Act  (the  Affordable  Care  Act), 
Public  Law  111-148,  was  enacted  on 
March  23,  2010;  the  Health  Care  and 
Education  Reconciliation  Act  (the 
Reconciliation  Act),  Public  Law  111- 
152,  was  enacted  on  March  30,  2010. 

The  Affordable  Care  Act  and  the 
Reconciliation  Act  reorganize,  amend, 
and  add  to  the  provisions  of  part  A  of 
title  XXVII  of  the  Public  Health  Service, 
Act  (PHS  Act)  relating  to  group  health 
plans  and  health  insurance  issuers  in 
the  group  and  individual  markets.  The 
term  “group  health  plan”  includes  both 
insured  and  self-insured  group  health 
plans.’  The  Affordable  Care  Act  adds 
section  715(a)(1)  to  the  Employee 
Retirement  Income  Security  Act  (ERISA) 
and  section  9815(a)(1)  to  the  Internal 
Revenue  Code  (the  Code)  to  incorporate 
the  provisions  of  part  A  of  title  XXVII 
of  the  PHS  Act  into  ERISA  and  the 
Code,  and  make  them  applicable  to 
group  health  plans,  and  health 
insurance  issuers'  providing  health 
insurance  coverage  in  connection  with 
group  health  plans.  The  PHS  Act 
sections  incorporated  by  this  reference 
are  sections  2701  through  2728.  PHS 
Act  sections  2701  through  2719A  are 
substantially  new,  though  they 
incorporate  some  provisions  of  prior 
law.  PHS  Act  sections  2722  through 
2728  are  sections  of  prior  law 
renumbered,  with  some,  mostly  minor, 
changes. 

Subtitles  A  and  C  of  title  I  of  the 
Affordable  Care  Act  amend  the 


'  The  term  “group  health  plan”  is  used  in  title 
XXVII  of  the  PHS  Act.  part  7  of  ERISA,  and  chapter 
100  of  the  Code,  and  is  distinct  from  the  term 
“health  plan.”  as  used  in  other  provisions  of  title  I 
of  the  Affordable  Care  Act.  The  term  “health  plan” 
does  not  include  self-insured  group  health  plans. 


requifepients  of  title  XXVII  of  the  PHS 
Act  (changes  to  which  are  incorporated 
into  ERISA  section  715).  The 
preemption  provisions  of  ERISA  section 
731  and  PHS  Act  section  2724  ^ 
(implemented  iq^29  CFR  2590.731(a) 
and  45  CFR  146.143(a))  apply  so  that  the 
requirements  of  part  7  of  ERISA  and 
title  XXVII  of  the  PHS  Act,  as  amended 
by  the  Affordable  Care  Act,  are  not  to  be 
“construed  to  supersede  any  provision 
of  State  law  which  establishes, 
implements,  or  continues  in  effect  any 
standard  or  requirement  solely  relating 
to  health  insurance  issuers  in 
connection  with  group  or  individual 
health  insurance  coverage  except  to  the 
extent  that  such  standard  or 
requirement  prevents  the  application  of 
a  requirement”  of  the  Affordable  Care 
Act.  Accordingly,  State  laws  that 
impose  on  health  insurance  issuers 
requirements  that  are  stricter  than  the 
requirements  imposed  hy  the  Affordabhi 
Care  Act  will  not  be  superseded  by  the 
Affordable  Care  Act. 

The  Departments  of  Health  and 
Human  Services,  Labor,  and  the 
Treasury  (the  Departments)  are  issuing 
regulations  in  several  phases 
implementing  the  revised  PHS  Act 
sections  2701  through  2719A  and 
related  provisions  of  the  Affordable  Care 
Act.  The  first  phase  in  this  series  was  a 
pair  of  publications  consisting  of  a 
Request  for  Information  relating  to  the 
medical  loss  ratio  provisions  of  PHS  Act 
section  2718  and  a  Request  for 
Information  relating  to  the  rate  review 
process  of  PHS  Act  2794,  both 
published  in  the  Federal  Register  on 
April  14,  2010  (75  FR  19297  and  19335). 
The  second  phase  was  interim  final 
regulations  implementing  PHS  Act 
section  2714  (requiring  coverage  of 
adult  children  to  age  26).  published  in 
the  Federal  Register  on  May  13,  2010 
(75  FR  27122).  The  third  phase  was 
interim  final  regulations  implementing 
section  1251  of  the  Affordable  Care  Act 
(relating  to  status  as  a  grandfathered 
health  plan),  published  in  the  Federal 
Register  on  June  17,  2010  (75  FR  34538). 
These  interim  final  regulations  are  being 
published  to  implement  PHS  Act 
sections  2704  (prohibiting  preexisting 
condition  exclusions),  2711  (regarding 
lifetime  and  annual  dollar  limits  on 
benefits),  2712  (regarding  restrictions  on 
rescissions),  and  2719A  (regarding 
patient  protections).  PHS  Act  section 
2704  generally  is  effective  for  plan  years 
(in  the  individual  market,  policy  years) 
beginning  on  or  after  January  1,  2014. 


2  Code  section  9815  incorporates  the  preemption 
provisions  of  PHS  Act  section  2724.  Prior  to  the 
■Affordable  Care  Act,  there  were  no  express 
preemption  provisions  in  chapter  100  of  the  Code. 
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However,  with  respect  to  enrollees, 
including  applicants  for  enrollment, 
who  are  under  19  years  of  age,  PHS  Act 
section  2704  is  effective  for  plan  years 
beginning  on  or  after  September  23, 

2010  (which  is  six  months  after  the 
March  23,  2010  date  of  enactment  of  the 
Affordable  Care  Act);  or  in  the  case  of 
individual  health  insurance  coverage, 
for  policy  years  beginning,  or 
applications  denied,  on  or  after 
September  23,  2010.3  The  rest  of  these 
provisions  generally  are  effective  for 
plan  years  (in  the  individual  market, 
policy  years)  beginning  on  or  after 
September  23,  2010.  The 
implementation  of  other  provisions  of 
PHS  Act  sections  2701  through  2719A 
will  be  addressed  in  future  regulations. 

II.  Overview  of  the  Regulations 

A.  PHS  Act  Section  2704,  Prohibition  of 
Preexisting  Condition  Exclusions  (26 
CFR  54.9815-27047,  29  CFR  2590.715- 
2704,  45  CFR  147.108) 

Section  1201  of  the  Affordable  Care 
Act  adds  a  new  PHS  Act  section  2704, 
which  amends  the  HIP AA"*  rules 
relating  to  preexisting  condition 
exclusions  to  provide  that  a  group 
health  plan  and  a  health  insurance 
issuer  offering  group  or  individual 
health  insurance  coverage  may  not 
impose  any  preexisting  condition 
exclusion.  The  HIPAA  rules  (in  effect 
prior  to  the  effective  date  of  these 
amendments)  apply  only  to  group 
health  plans  and  group  health  insurance 
coverage,  and  permit  limited  exclusions 
of  coverage  based  on  a  preexisting 
condition  under  certain  circumstances. 
The  Affordable  Care  Act  provision 
prohibits  any  preexisting  condition 
exclusion  from  being  imposed  by  group 
health  plans  or  group  health  insurance 
coverage  and  extends  this  protection  to 
individual  health  insurance  coverage. 
This  prohibition  generally  is  effective 
with  respect  to  plan  years  (in  the 
individual  market,  policy  years) 
beginning  on  or  after  January  1,  2014,« 
but  for  enrollees  who  are  under  19  yeairs 
of  age,  this  prohibition  becomes 
effective  for  plan  years  (in  the 
individual  market,  policy  years) 
beginning  on  or  after  September  23, 
2010.  Until  the  new  Affordable  Care  Act 
rules  take  effect,  the  HIPAA  rules 
regarding  preexisting  condition 
exclusions  continue  to  apply. 

HIPAA  generally  defines  a  preexisting 
condition  exclusion  ^  as  a  limitation  or 


^  Section  1255  of  the  Affordable  Care  Act.  See 
also  section  10103(e)-(f)  of  the  Affordable  Care  Act. 

*  HIPAA  is  the  Health  Insurance  Portability  and 
Accountability  Act  of  1996  (Pub.  L.  104-191). 

^  Before  the  amendments  made  by  the  Affordable 
Care  Act.  PHS  Act  section  2701(b)(1);  after  the 


exclusion  of  benefits  relating  to  a 
condition  based  on  the  fact  that  the 
condition  was  present  before  the  date  of 
enrollment  for’ the  coverage,  whether  or 
not  any  medical  advice,  diagnosis,  care, 
or  treatment  was  recommended  or 
received  before  that  date.  Based  on  this 
definition,  PHS  Act  section  2704,  as 
added  by  the  Affordable  Care  Act, 
prohibits  not  just  an  exclusion  of 
coverage  of  specific  benefits  associated 
with  a  preexisting  condition  in  the  case 
of  an  enrollee,  but  a  complete  exclusion 
from  such  plan  or  coverage,  if  that 
exclusion  is  based  on  a  preexisting 
condition. 

The  protections  in  the  new  PHS  Act 
section  2704  generally  apply  for  plan 
years  (in  the  individual  market,  policy 
years)  beginning  on  or  after  January  1, 
2014.  The  Affordable  Care  Act  provides, 
however,  that  these  protections  apply 
with  respect  to  enrollees  under  age  19 
for  plan  years  (in  the  individual  market, 
policy  years)  beginning  on  or  after 
September  23,  2010.  An  enrollee  under 
age  19  thus  could  not  be  denied  benefits 
based  on  a  preexisting  condition.  In 
order  for  an  individual  seeking 
enrollment  to  receive  the  same 
protection  that  applies  in  the  case  of 
such  an  enrollee,  the  individual 
similarly  could  not  be  denied 
enrollment  or  specific  benefits  based  on 
a  preexisting  condition.  Thus,  for  plan 
years  (in  the  individual  market,  policy 
years)  beginning  on  or  after  September 
23,  2010,  PHS  Act  section  2704  protects 
individuals  under  age  19  with  a 
preexisting  condition  from  being  denied 
coverage  under  a  plan  or  health 
insurance  coverage  (through  denial  of 
enrollment  or  denial  of  specific  benefits) 
based  on  the  preexisting  condition. 

These  interim  final  regulations  do  not 
change  the  HIPAA  rule  that  an 
exclusion  of  benefits  for  a  condition 
under  a  plan  or  policy  is  not  a 
preexisting  condition  exclusion'  if  the 
exclusion  applies  regardless  of  when  the 
condition  arose  relative  to  the  effective 
date  of  coverage.  This  point  is 
illustrated  with  examples  in  the  HIPAA 
regulations  on  preexisting  condition 
exclusions,  which  remain  in  effect.® 
(Other  requirements  of  Federal  or  State 
law,  however,  may  prohibit  certain 
benefit  exclusions.) 

Application  to  grandfathered  health 
plans.  Under  the  statute  and  these 
interim  final  regulations,  a 
grandfathered  health  plan  that  is  a 
group  health  plan  or  group  health 


amendments  made  by  the  Affordable  Care  Act,  PHS 
Act  section  2704(b)(1).  See  also  ERISA  section 
701(b)(1)  and  Code  section  9801(b)(1). 

®  See  Examples  6,  7,  and  8  in  26  CFR  54.9801- 
3(a)(l)(ii).  29  CFR  701-3(a)(l)(ii),  45  CFR 
146.111(a)(l)(ii). 


insurance  coverage  must  comply  with 
the  PHS  Act  section  2704  prohibition 
against  preexisting  condition 
exclusions;  however,  a  grandfathered 
health  plan  that  is  individual  health 
insurance  coverage  is  not  required  to 
comply  with  PHS  Act  section  2704.  See 
26  CFR  54.9815-1251T,  29  CFR 
2590.715-1251,  and  45  CFR  147.140 
regarding  status  as  a  grandfathered 
health  plan. 

B.  PHS  Act  Section  2711,  Lifetime  and 
Annual  Limits  (26  CFR  54.9815-27117, 

29  CFR  2590.715-271 1,  45  CFR  147.126) 

Section  2711  of  the  PHS  Act,  as  added 
by  the  Affordable  Care  Act,  and  these 
interim  final  regulations  generally 
prohibit  group  health  plans  and  health 
insurance  issuers  offering  group  or 
individual  health  insurance  coverage 
from  imposing  lifetime  or  annual  limits 
on  the  dollar  value  of  health  benefits. 

The  restriction  on  annual  limits 
applies  differently  to  certain  account- 
based  plans,  especially  where  other 
rules  apply  to  limit  the  benefits 
available.  For  example,  under  section 
9005  of  the  Affordable  Care  Act,  salary 
reduction  contributions  for  health 
flexible  spending  arrangements  (health 
FSAs)  are  specifically  limited  to  $2,500 
(indexed  for  inflation)  per  year, 
beginning  with  taxable  years  in  2013. 
These  interim  final  regulations  provide 
that  the  PHS  Act  section  2711  annual 
limit  rules  do  not  apply  to  health  FSAs. 
The  restrictions  on  annual  limits  also  do 
not  apply  to  Medical  Savings  Accounts 
(MSAs)  under  section  220  of  the  Code 
and  Health  Savings  Accounts  (HSAs) 
under  section  223  of  the  Code.  Both 
MSAs  and  HSAs  generally  are  not 
treated  as  group  health  plans  because 
the  amounts  available  under  the  plans 
cU’e  available  for  both  medical  and  non¬ 
medical  expenses.^  Moreover,  annual 
contributions  to  MSAs  and  HSAs  are 
subject  to  specific  statutory  provisions 
that  require  that  the  contributions  be 
limited. 

Health  Reimbursement  Arrangements 
(HRAs)  are  another  type  of  account- 
based  health  plan  and  typically  consist 
of  a  promise  by  an  employer  to 
reimburse  medical  expenses  for  the  year 
up  to  a  certain  amount,  with  unused 
amounts  available  to  reimburse  medical  - 
expenses  in  future  years.  See  Notice 
2002-45,  2002-28  IRB  93;  Rev.  Rul. 
2002-41,  2002-28  IRB  75.  When  HRAs 
are  integrated  with  other  coverage  as 
part  of  a  group  health  plan  and  the  other 
coverage  alone  would  comply  with  the 


^  Distributions  from  MSAs  and  HSAs  that  are  not 
used  for  qualified  medical  expenses  are  included  in 
income  and  subject  to  an  additional  tax,  under 
sections  220(f)(1),  (4)  and  223(f)(1),  (4)  of  the  Code. 
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requirements  of  PHS  Act  section  2711, 
the  fact  that  benefits  under  the  HRA  by 
itself  are  limited  does  not  violate  PHS 
Act  section  2711  because  the  combined 
benefit  satisfies  the  requirements.  Also, 
in  the  case  of  a  stand-alone  HRA  that  is 
limited  to  retirees,  the  exemption  from 
the  requirements  of  ERISA  and  the  Code 
relating  to  the  Affordable  Care  Act  for 
plans  with  fewer  than  twO  current 
employees  means  that  the  retiree-only 
HRA  is  generally  not  subject  to  the  rules 
in  PHS  Act  section  2711  relating  to 
annual  limits.  The  Departments  request 
comments  regarding  the  application  of 
PHS  Act  section  2711  to  stand-alone 
HRAs  that  are  not  retiree-only  plans. 

The  statute  prohibits  annual  limits  on 
the  dollar  value  of  benefits  generally, 
but  allows  “re.stricted  annual  limits” 
with  respect  to  essential  health  benefits 
(as  defined  in  section  1302(b)  of  the 
Affordable  Care  Act)  for  plan  years  (in 
the  individual  market,  policy  years) 
beginning  before  January  1,  2014. 
Grandfathered  individual  market  ’ 
policies  are  exempted  from  this 
provision.  In  addition,  the  statute 
provides  that,  with  respect  to  benefits 
that  are  not  essential  health  benefits,  a 
plan  or  issuer  may  impose  annual  or 
lifetime  per-individual  dollar  limits  on 
specific  covered  benefits.  These  interim 
final  regulations  define  “essential  health 
benefits”  by  cross-reference  to  section 
1302(b)  of  the  Affordable  Care  Act“  and 
applicable  regulations.  Regulations 
under  section  1302(b)  of  the  Affordable 
Care  Act  have  not  yet  been  issued. 

For  plan  years  (in  the  individual 
market,  policy  years)  beginning  before 
the  issuance  of  regulations  defining 
“essential  health  benefits”,  for  purposes 
of  enforcement,  the  Departments  will 
take  into  account  good  faith  efforts  to 
comply  with  a  reasonable  interpretation 
of  the  term  “essential  health  benefits”. 
For  this  purpose,  a  plan  or  issuer  must 
apply  the  definition  of  essential  health 
benefits  consistently.  For  example,  a 
plan  could  not  both  apply  a  lifetime 
limit  to  a  particular  benefit — ^thus  taking 
the  position  that  it  was  not  an  essential 
health  benefit — and  at  the  same  time 
treat  that  particular  benefit  as  an 
essential  health  benefit  for  purposes  of 
applying  the  restricted  annual  limit. 

®  Section  1302(b)  of  the  Affordable  Care  Act 
defines  essential  health  benefits  to  “include  at  least 
the  following  general  categories  and  the  items  and 
services  covered  within  the  categories:  ambulatory 
patient  services:  emergency  services: 
hospitalization:  maternity  and  newborn  care: 
mental  health  and  substance  use  disorder  services, 
including  behavioral  health  treatment:  prescription 
drugs:  rehabilitative  and  habilitative  services  and 
devices:  laboratory  services:  preventive  and 
wellness  services  and  chronic  disease  management: 
and  pediatric  services,  including  oral  and  vision 
care.” 


These  interim  final  regulations  clarify  . 
that  the'prohibition  under  PHS  Act 
section  2711  does  riot  prevent  a  plan. or 
issuer  from  excluding  all  benefits  for  a 
condition,  but  if  any  benefits  are 
provided  for  a  condition,  then  the 
requirements  of  the  rule  apply 
Therefore,  an  exclusion  of  all  benefits 
for  a  condition  is  not  considered  to  be 
an  annual  or  lifetime  dollar  limit. 

The  statute  and  these  interim  final 
regulations  provide  that  for  plart  years 
(in  the.  individual  market,  policy  years) 
beginning  before  January  1,  2014,  group 
health  plans  and  health  insurance 
issuers  offering  group  or  individual 
health  insurance  coverage  may  establish 
a  restricted  annual  limit  on  the  dollar 
value  of  essential  health  benefits.  The 
statute  provides  that  in  defining  the 
term  restricted  annual  limit,  the 
Departments  should  ensure  that  access 
to  needed  services  is  made  available 
with  a  minimal  impact  on  premiums. 

For  a  detailed  discussion  of  the  basis  for 
determining  restricted  annual  limits,  see 
section  IV.B.3  later  jn  this  preamble. 

In  order  to  mitigate  the  potential  for 
premium  increases  for  all  plans  and 
policies,  while  at  the  same  time 
ensuring  access  to  essential  health 
benefits,  these  interim  final  regulations 
adopt  a  three-year  phased  approach  for 
restricted  annual. limits.  Under  these 
interim  final  regulations,  annual  limits 
on  the  dollar  value  of  benefits  that  are 
essential  health  benefits  may  not  be  less 
than  the  following  amounts  for  plan 
years  (in  the  individual  market,  policy 
years)  beginning  before  January  1,  2014; 

•  For  plan  or  policy  years  beginning 
on  or  after  September  23,  2010  but 
before  September  23,  2011,  $750,000; 

•  For  plan  or  policy  years  beginning 
on  or  after  September  23,  2011  but 
before  September  23,  2012,  $1.25 
million;  and 

•  For  plan  or  policy  years  beginning 
on  or  after  September  23,  2012  but 
before  January  1,  2014,  $2  million. 

As  these  are  minimums  for  plan  years 
(in  the  individual  market,  policy  years) 
beginning  before  2014,  plans  or  issuers 
may  use  higher  annual  limits  or  impose 
no  limits.  Plans  and  policies  with  plan 
or  policy  years-  that  begin  between 
September  23  and  December  31  have 
more  than  one  plan  or  policy  year  under 
which  the  $2  million  minimum  annual 
limit  is  available;  however,  a  plan  or 
policy  generally  may  not  impose  an 
annual  limit  for  a  plan  year  (in  the 
individual  market,  policy  year) 
beginning  after  December  31,  2013. 

The  minimum  annual  limits  for  plan 
or  policy  years  beginning  before  2014 
apply  on  an  individual-by-individual 
basis.  Thus,  any  overall  annual  dollar 


limit  on  .benefits  applied  to  families  may 
not  operate  to  deny  a  covered  individual 
the  minimum  annual  benefits  for  the 
plan  year  (in  the  individual  marketT 
policy  year).  These  interim  final 
regulations  clarify  that,  in  applying 
annual  limits  for  plan  years  (in  the 
individual  market,  policy  years) 
beginning  before  January  1,  2014,  the 
plan  or  health  insurance  coverage  may 
take  into  account  only  essential  health 
benefits. 

The  restricted  annual  limits  provided 
in  these  interim  final  regulations  are 
designed  to  ensure,  in  the  vast  majority 
of  cases,  that  individuals  would  have 
access  to  needed  services  with  a 
minimal  impact  on  premiums.  So  that 
individuals  with  certain  coverage, 
including  coverage  under  a  limited 
benefit  plan  or  so-called  “mini-med” 
plans,  would  not  be  denied  access  to 
needed  services  or  experience  more 
than  a  minimal  impact  on  premiums, 
these  interim  final  regulations  provide 
for  the  Secretary  of  Health  and  Human 
Services  to  establish  a  program  under 
which  the  requirements  relating  to 
restricted  annual  limits  may  be  waived 
if  compliance  with  these  interim  final 
regulations  would  result  in  a  significant 
decrease  in  access  to  benefits  or  a 
significant  increase  in  premiums. 
Guidance  from  the  Secretary  of  Health 
and  Human  Services  regarding  the 
scope  and  process  for  applying  for  a 
waiver  is  expected  to  be  issued  in  the 
near  future. 

Under  these  interim  final  regulations, 
individuals  who  reached  a  lifetime  limit 
under  a  plan  or  health  insurance 
coverage  prior  to  the  applicability  date 
of  these  interim  final  regulations  and  are 
otherwise  still  eligible  under  the  plan  or 
health  insurance  coverage  must  be 
provided  with  a  notice  that  the  lifetime 
limit  no  longer  applies.  If  such 
individuals  are  no  longer  enrolled  in  the 
plan  or  health  insurance  coverage,  these 
interim  final  regulations  also  provide  an 
enrollment  (in  the  individual  market, 
reinstatement)  opportunity  for  such 
individuals.  In  the  individual  market, 
this  reinstatement  opportunity  does  not 
apply  to  individuals  who  reached  their 
lifetime  limits  on  individual  health 
insurance  coverage  if  the  contract  is  not 
renewed  or  otherwise  is  no  longer  in 
effect.  It  would  apply,  however,  to  a 
family  member  who  reached  the  lifetime 
limit  in  a  family  policy  in  the  individual 
market  while  other  family  members 
remain  in  the  coverage.  These  notices 
and  the  enrollment  opportunity  must  be 
provided  beginning  not  later  than  the 
first  day  of  the  first  plan  year  (in  the 
individual  market,  policy  year) 
beginning  on  or  after  September  23, 
2010.  Anyone  eligible  for  an  enrollment 
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opportunity  must  be  treated  as  a  special 
enrollee.'*  That  is,  they  must  be  given 
the  right  to  enroll  in  all  of  the  benefit 
packages  available  to  similarly  situated 
individuals  upon  initial  enrollment. 

Application  to  grandfathered  health 
plans.  The  statute  and  these  interim 
final  regulations  relating  to  the 
prohibition  on  lifetime  limits  apply  to 
all  group  health  plans  and  health 
insurance  issuers  offering  group  or 
individual  health  insurance  coverage, 
whether  or  not  the  plan  qualifies  as  a 
grandfathered  health  plan,  for  plan 
years  (in  the  individual  market,  policy 
years)  beginning  on  or  after  September 
23,  2010.  The  statute  and  these  interim 
final  regulations  relating  to  the 
prohibition  on  annual  limits,  including 
the  special  rules  regarding  restricted 
annual  limits  for  plan  years  beginning 
before  January  1,  2014,  apply  to  group 
health  plans  arid  group  health  insurance 
coverage  that  qualify  as  a  grandfathered 
health  plan,  but  do  not  apply  to 
grandfathered  health  plans  that  are 
individual  health  insurance  coverage. 
The  interim  final  regulations  issued 
under  section  1251  of  the  Affordable 
Care  Act  provide  that: 

•  A  plan  or  health  insurance  coverage 
that,  on  March  23,  2010,  did  not  impose 
an  overall  annual  or  lifetime  limit  on 
the  dollar  value  of  all  benefits  ceases  to 
be  a  grandfathered  health  plan  if  the 
plan  or  health  insurance  coverage 
imposes  an  overall  annual  limit  on  the 
dollar  value  of  benefits. 

•  A  plan  or  health  insurance 
coverage,  that,  on  March  23,  2010, 
imposed  an  overall  lifetime  limit  on  the 
dollar  value  of  all  benefits  but  no  overall 
annual  limit  on  the  dollar  value  of  all 
benefits  ceases  to  be  a  grandfathered 
health  plan  if  the  plan  or  health 
insurance  coverage  adopts  an  overall 
annual  limit  at  a  dollar  value  that  is 
lower  than  the  dollar  value  of  the 
lifetime  limit  on  March  23,  2010. 

•  A  plan  or  health  insurance  coverage 
that,  on  March  23,  2010,  imposed  an 
overall  annual  limit  on  the  dollar  value 
of  all  benefits  ceases  to  be  a 
grandfathered  health  plan  if  the  plan  or 
health  insurance  coverage  decreases  the 
dollar  value  of  the  annual  limit 
(regardless  of  whether  the  plan  or  health 
insurance  coverage  also  imposed  an 
overall  lifetime  limit  on  March  23,  2010 
on  the  dollar  value  of  all  benefits). 

C.  PHS  Act  Section  2712,  Prohibition  on 
Rescissions  (26  CFR  54. 981 5-27 12T,  29 
CFR  2590.715-2712,  45  CFR  147.128) 

PHS  Act  section  2712  provides  rules 
regarding  rescissions  of  health  coverage 


«See  26  CFR  54.9801-6(d).  29  CFR  2590.701- 
6(d).  and  45  CFR  146.117(d). 


for  group,  health  plans  and  health 
insurance  issuers  offering  group  or 
individual  health  insurance  coverage. 
Under  the  stafute  and  these  interim  final 
regulations,  a  group  health  plan,  or  a 
health  insurance  issuer  offering  group  or 
individual  health  insurance  coverage, 
must  not  rescind  coverage  except  in  the 
case  of  fraud  or  an  intentional 
misrepresentation  of  a  material  fact. 

This  standard  sets  a  f’ederal  floor  and  is 
more  protective  of  individuals  with 
respect  to  the  standard  for  rescission 
than  the  standard  that  might  have 
previously  existed  "under  State 
insurance  law  or  Federal  common  law. 
That  is,  under  prior  law,  rescission  may 
have  been  permissible  if  an  individual 
made  a  misrepresentation  of  material 
fact,  even  if  the  misrepresentation  was 
not  intentional  or  made  knowingly. 

Under  the  new  standard  for  rescissions 
set  forth  in  PHS  Act  section  2712  and 
these  interim  final  regulations,  plans 
and  issuers  cannot  rescind  coverage 
unless  an  individual  w’as  involved  in  ' 
fraud  or  made  an  intentional 
misrepresentation  of  material  fact.  This 
standard  applies  to  all  rescissions, 
whether  in  the  group  or  individual 
insurance  market,  and  whether  insured 
or  self-insured  coverage.  These  rules 
also  apply  regardless  of  any 
contestability  period  that  may  otherwise 
apply. 

This  provision  in  PHS  Act  section 
2712  builds  on  already-existing 
protections  in  PHS  Act  sections  2703(b) 
and  2742(b)  regarding  cancellations  of 
coverage.  These  provisions  generally 
provide  that  a  health  insurance  issuer  in 
the  group  and  individual  markets 
cannot  cancel,  or  fail  to  renew,  coverage 
for  an  individual  or  a  group  for  any 
reason  other  than  those  enumerated  in 
the  statute  (that  is,  nonpayment  of 
premiums:  fraud  or  intentional 
misrepresentation  of  material  fact; 
withdrawal  of  a  product  or  withdrawal 
of  an  issuer  from  the  market:  movement 
of  an  individual  or  an  employer  outside 
the  service  area:  or,  for  bona  fide 
association  coverage,  cessation  of 
association  membership).  Moreover,  this 
new  provision  also  builds  on  existing 
HIPAA  nondiscrimination  protections 
for  group  health  coveragfe  in  ERISA 
section  702,  Code  section  9802,  and 
PHS  Act  section  2705  (previously 
included  in  PHS  Act  section  2702  prior 
to  the  Affordable  Care  Act’s 
amendments  and  reorganization  to  PHS 
Act  title  XXVIl).  The  HIPAA 
•  nondiscrimination  provisions  generally 
provide  that  group  health  plans  and 
group  health  insurance  issuers  may  not 
set  eligibility  rules  based  on  factors  such 
as  health  status  and  evidence  of 


insurability — including  acts  of  domestic 
violence  or  disability.  They  also  provide 
limits  on  the  ability  of  plans  and  issuers 
to  vary  premiums  and  contributions 
based  on  health  status.  For  policy  years 
beginning  on  or  after  January  1,  2014,  * 

additional  protections  will  apply  in  the 
individual  market,  including  guaranteed 
issue  of  all  products,  nondiscrimination 
based  on  health  status,  and  no 
preexisting  condition  exclusions.  These 
protections  will  reduce  the  likelihood  of 
rescissions. 

These  interim  final  regulations  also 
clarify  that  other  requirements  of 
Federal  or  State  law  may  apply  in 
connection  with  a  rescission  or 
cancellation  of  coverage  beyond  the 
standards  established  in  PHS  Act 
section  2712,  if  they  are  more  protective 
of  individuals.  For  example,  if  a  State 
law  applicable  to  health  insurance 
issuers  were  to  provide  that  rescissions 
are  permitted  only  in  cases  of  fraud,  or 
only  within  a  contestability  period, 
which  is  more  protective  of  individuals, 
such  a  law  would  not  conflict  with,  or 
be  preempted  by,  the  Federal  standard 
and  would  apply. 

These  interim  final  regulations 
include  several  clarifications  regarding 
the  standards  for  rescission  in  PHS  Act 
section  2712.  First,  these  interim  final 
regulations  clarify  that  the  rules  of  PHS 
Act  section  2712  apply  whether  the 
rescission  applies  to  a  single  individual, 
an  individual  within  a  family,  or  an 
entire  group  of  individuals.  Thus,  for 
example,  if  an  issuer  attempted  to 
rescind  coverage  of  an  entire 
employment-based  group  because  of  the 
actions  of  an  individual  within  the 
group,  the  standards  of  these  interim 
final  regulations  would  apply.  Second, 
these  interirh  final  regulations  clarify 
that  the  rules  of  PHS  Act  section  2712 
apply  to  representations  made  by  the 
individual  or  a  person  seeking  coverage 
on  behalf  of  the  individual.  Thus,  if  a 
plan  sponsor  seeks  coverage  from  an 
issuer  for  an  entire  employment-based 
group  and  makes  representations,  for 
example,  regarding  the  prior  claims 
experience  of  the  group,  the  standards 
of  these  interim  final  regulations  would 
also  apply.  Finally,  PHS  Act  section 
2712  refers  to  acts  or  practices  that 
constitute  fraud.  These  interim  final 
regulations  clarify  that,  to  the  extent 
that  an  omission  constitutes  fraud,  that 
omission  would  permit  the  plan  or 
issuer  to  rescind  coverage  under  this 
section.  An  example  in  these  interim 
final  regulations  illustrates  the 
application  of  the  rule  to  misstatements 
of  fact  that  are  inadvertent. 

For  purposes  of  these  interim  final 
regulations,  a  rescission  is  a 
cancellation  or  discontinuance  of 
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coverage  that  has  retroactive  effect.  For 
example,  a  cancellation  that  treats  a 
policy  as  void  from  the  time  of  the 
individual’s  or  group’s  enrollment  is  a 
rescission.  As  another  example,  a 
cancellation  that  voids  benefits  paid  up 
to  a  year  before  the  cancellation  is  also 
a  rescission  for  this  purpose.  A 
cancellation  or  discontinuairce  of 
coverage  with  only  a  prospective  effect 
is  not  a  rescission,  and  neither  is  a 
cancellation  or  discontinuance  of 
coverage  that  is  effective  retroactively  to 
the  extent  it  is  attributable  to  a  failure 
to  timely  pay  required  premiums  or 
contributions  towards  the  cost  of 
coverage.  Cancellations  of  coverage  are 
addressed  under  other  Federal  and  State 
laws,  including  section  PHS  Act  Section 
2703(b)  and  2742(b),  which  limit  the 
grounds  for  cancellation  or  non-renewal 
of  coverage,  as  discussed  above. 
Moreover,  PHS  Act  section  2719,  as 
added  by  the  Affordable  Care  Act  and 
incorporated  in  ERISA  section  715  and 
Code  section  9815,  addresses  appeals  of 
coverage  determinations  and  includes 
provisions  for  keeping  coverage  in  effect 
pending  an  appeal.  The  Departments 
expect  to  issue  guidance  on  PHS  Act 
section  2719  in  the  very  near  future. 

In  addition  to  setting  a  new  Federal 
floor  standard  for  rescissions,  PHS  Act 
section  2712  adds  a  new  advance  notice 
requirement  when  coverage  is  rescinded 
where  still  permissible.  Specifically,  the 
second  sentence  in  section  2712 
provides  that  coverage  may  not  be 
cancelled  unless  prior  notice  is 
provided.  These  interim  final 
regulations  provide  that  a  group  health 
plan,  or  a  health  insurance  issuer 
offering  group  health  insurance 
coverage,  must  provide  at  least  30 
calendar  days  advance  notice  to  an 
individual  before  coverage  may  be 
rescinded.^"  The  notice  must  be 
provided  regardless  of  whether  the 
rescission  is  of  group  or  individual 
coverage;  or  whether,  in  the  case  of 
group  coverage,  the  coverage  is  insured 
or  self-insured,  or  the  rescission  applies 
to  an  entire  group  or  only  to  an  ' 
individual  within  the  group.  This  30- 
day  period  will  provide  individuals  and 
plan  sponsors  with  an  opportunity  to 
explore  their  rights  to  contest  the 
rescission,  or  look  for  alternative 
coverage,  as  appropriate.  The 
Departments  expect  to  issue  future 
guidance  on  any  notice  requirements 
under  PHS  Act  section  2712  for 
cancellations  of  coverage  other  than  in 
the  case  of  rescission. 

'“Even  though  prior  notice  must  be  provided  in 
the  case  of  a  rescission,  applicable  law  may  permit 
the  rescission  to  void  coverage  retroactively. 


In  this  new  Federal  statutory 
protection  against  rescissions,  the 
Affordable  Care  Act  provides  new  rights 
to  individuals  who,  for  example,  may 
have  done  their  best  to  complete  what 
can  sometimes  be  long,  complex 
enrollment  questionnaires  but  may  have 
made  some  errors,  for  which  the 
consequences  were  overly  broad  and 
unfair.  These  interim  final  regulations 
provide  initial  guidance  with  respect  to 
the  statutory  restrictions  on  rescission. 

If  the'Departments  become  aware  of 
attempts  in  the  marketplace  to  subvert 
these  rules,  the  Departments  may  issue 
additional  regulations  or  administrative 
guidance  to  ensure  that  individuals  do 
not  lose  health  coverage  unjustly  or 
without  due  process. 

Application  to  grandfathered  health 
plans.  The  rules  regarding  rescissions 
and  advance  notice  apply  to  all 
grandfathered  health  plans. 

D.  PHS  Act  Section  2719 A,  Patient 
Protections  (26  CFR  54.9815-2719AT, 

29  CFR  2590.715-2719A,  45  CFR 
147.138) 

Section  2719A  of  the  PHS  Act 
imposes,  with  respect  to  a  group  health 
plan,  or  group  or  individual  health, 
insurance  coverage,  a  set  of  three 
requirements  relating  to  the  choice  of  a 
health  care  professional  and 
requirements  relating  to  benefits  for 
emergency  services.  The  three 
requirements  relating  to  the  choice  of 
health  care  professional  apply  only  with 
respect  to  a  plan  or  health  insurance 
coverage  with  a  network  of  providers.^^ 
Thus,  a  plan  or  issuer  that  has  not 
negotiated  with  any  provider  for  the 
delivery  of  health  care  but  merely 
reimburses  individuals  covered  under 
the  plan  for  their  receipt  of  health  care 
is  not  subject  to  the  requirements 
relating  to  thexhoice.of  a  health  care 
professional.  However,  such  plans  or 
health  insurance  coverage  are  subject  to 
requirements  relating  to  benefits  for 
emergency  services.  These  interim  final 
regulations  reorder  the  statutory 
requirements  so  that  all  three  of  the 
requirements  relating  to  the  choice  of  a 
health  care  professional  are  together  and 
add  a  notice  requirement  for  those  three 
requirements.  None  of  these 
requirements  apply  to  grandfathered 
health  plans. 

"The  statute  and  these  interim  final  regulations 
refer  to  providers  both  in  terms  of  their 
participation  (participating  provider)  and  in  terms 
of  a  network  (in-network  provider).  In  both 
situations,  the  intent  is  to  refer  to  a  provider  that 
has  a  contractual  relationship  or  other  arrangement 
with  a  plan  or  issuer. 


1.  Choige  of  Health  Care  Professional 

.  The  statute  and  these  interim  final 
regulations  provide  that  if  a  group  ^ 
health  plan,  or  a  health  insurance  issuer 
offering  group  or  individual  health 
insurance  coverage,  requires  or  provides 
for  designation  by  a  participant, 
beneficiary,  or  enrollee  of  a 
participating  primary  care  provider, 
then  the  plan  or  issuer  must  permit  each 
participant,  beneficiary,  or  enrollee  to 
designate  any  participating  primary  care 
provider  who  is  available  to  accept  the 
participant,  beneficiary,  or  enrollee. 
Under  these  interim  final  regulations, 
the  plan  or  issuer  must  provide  a  notice 
informing  each  participant  (or  in  the " 
individual  market,  the  primary 
subscriber)  of  the  terms  of  the  plan  or 
health  insurance  coverage  regarding 
designation  of  a  primary  care  provider. 

The  statute  and  these  interim  final 
regulations  impose  a  requirement  for  the 
designation  of  a  pediatrician  similar  to 
the  requirement  for  the  designation  of  a 
primary  care  physician.  Specifically,  if 
a  plan  or  issuer  requires  or  provides  for 
the  designation  of  a  participating 
primary  care  provider  for  a  child  by  a 
participant,  beneficiary,  or  enrollee,  the 
plan  or  issuer  must  permit  the 
designation  of  a  physician  (allopathic  or 
osteopathic)  who  specializes  in 
pediatrics  as  the  child’s  primary  care 
provider  if  the  provider  participates  in 
the  network  of  the  plan  or  issuer  and  is 
available  to  accept  the  child.  In  such  a 
case,  the  plan  or  issuer  must  comply 
with  the  notice  requirements  with 
respect  to  designation  of  a  primary  care 
provider.  The  general  terms  of  the  plan 
or  health  insurance  coverage  regarding 
pediatric  care  otherwise  are  unaffected, 
including  any  exclusions  with  respect  to 
coverage  of  pediatric  care. 

The  statute  and  these  interim  final 
regulations  also  provide  rules  for  a 
group  health  plan,  or  a  health  insurance 
issuer  offering  group  or  individual 
health  insurance  coverage,  that  provides 
coverage  for  obstetrical  or  gynecological 
care  and  requires  the  designation  of  an 
in-network  primary  care  provider.  In 
such  a  case,  the  plan  or  issuer  may  not 
require  authorization  or  referral  by  the 
plan,  issuer,  or  any  person  (including  a 
primary  care  provider)  for  a  female 
participant,  beneficiary,  or  enrollee  who 
seeks  obstetrical  eft  gynecological  care 
provided  by  an  in-network  health  care 
professional  who  specializes  in  . 
obstetrics  or  gynecology.  The  plan  or 
issuer  must  inform  each  participant  (in 
the  individual  market,' primary 
subscriber)  that  the  plan  or  issuer  may 
not  require  authorization  or  referral  for 
obstetrical  or  gynecological  care  by  a 
participating  health  care  professional 
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who  specializes  in  obstetrics  or 
gynecology.  Nothing  in  these  interim 
final  regulations  precludes  the  plan  or 
issuer  from  requiring  an  in-network 
obstetrical  or  gynecological  provider  to 
otherwise  adhere  to  policies  and 
procedures  regarding  referrals,  prior 
authorization  for  treatments,  and  the 
provision  of  services  pursuant  to  a 
treatment  plan  approved  by  the  plan  or 
issuer.  The  plan  or  issuer  must  treat  the 
provision  of  obstetrical  and 
gynecological  care,  and  the  ordering  of 
related  obstetrical  and  gynecological 
items  and  services,  by  the  professional 
who  .specializes  in  obstetrics  or 
gynecology  as  the  authorization  of  the 
primary  care  provider.  For  this  purpose, 
a  health  care  professional  who 
specializes  in  obstetrics  or  gynecology  is 
any  individual  who  is  authorized  under 
applicable  State  law  to  provide 
obstetrical  or  gynecological  care,  and  is 
not  limited  to  a  physician. 

The  general  terms  of  the  plan  or 
coverage  regarding  exclusions  of 
coverage  with  respect  to  obstetrical  or 
gynecological  care  are  otherwise 
unaffected.  These  interim.final 
regulations  do  not  preclude  the  plan  or 
issuer  from  requiring  that  the  obstetrical 
or  gynecological  provider  notify  the 
primary  care  provider  or  the  plan  or 
issuer  of  treatment  decisions. 

When  applicable,  it  is  important  that 
individuals  enrolled  in  a  plan  or  health 
insurance  coverage  know  of  their  rights 
to  (1)  choose  a  primary  care  provider  or 
a  pediatrician  when  a  plan  or  issuer 
requires  designation  of  a  primary  care 
physician;  or  (2)  obtain  obstetrical  or 
gynecological  care  without  prior 
authorization.  Accordingly,  these 
interim  final  regulations  require  such 
plans  and  issuers  to  provide  a  notice  to 
participants  (in  the  individual  market, 
primary  subscribers)  of  these  rights 
when  applicable.  Model  language  is 
provided  in  these  interim  final 
regulations.  The  notice  must  be 
provided  whenever  the  plan  or  issuer 
provides  a  participant  with  a  summary 
plan  description  or  other  similar 
description  of  benefits  under  the  plan  or 
health  insurance  coverage,  or  in  the 
individual  market,  provides  a  primary 
subscriber  with  a  policy,  certificate,  or 
contract  of  health  insurance. 

2.  Emergency  Services. 

If  a  plan  or  health  insurance  coverage 
provides  any  benefits  with  respect  to 
emergency  services  in  an  emergency 
department  of  a  hospital,  the  plan  or 
issuer  must  cover  emergency  services  in 
a  way  that  is  consistent  with  these 
interim  final  regulations.  These  interim 
final  regulations  require  that  a  plan  or 
health  insurance  coverage  providing 


emergency  services  must  do  so  without 
the  individual  or  the  health  care 
provider  having  to  obtain  prior  « 
authorization  (6ven  if  the  emergency 
services  are  provided  out  of  network) 
and  without  regard  to  whether  the 
health  care  provider  furnishing  the 
emergency  services  is  an  in-network 
provider  with  respect  to  the  services. 

The  emergency  services  must  be 
provided  without  regard  to  any  other 
term  or  condition  of  the  plan  or  health 
insurance  coverage  other  than  the 
exclusion  or  coordination  of  benefits,  an 
affiliation  or  waiting  period  permitted 
under  part  7  of  ERISA,  part  A  of  title 
XXVII  of  the  PHS  Act,  or  chapter  100  of 
the  Code,  or  applicable  cost-sharing 
requirements.  For  a  plan  or  health 
insurance  coverage  with  a  network  of 
providers  that  provides  benefits  for 
emergency  services,  the  plan  or  issuer 
may  not  impose  any  administrative 
requirement  or  limitation  on  benefits  for 
out-of-network  emergency  services  that 
is  more  restrictive  than  the  requirements 
or  limitations  that  apply  to  in-network 
emergency  services. 

Additionally,  for  a  plan  or  health 
insurance  coverage  with  a  network, 
these  interim  final  regulations  provide 
rules  for  cost-sharing  requirements  for 
emergency  services  that  are  expressed  as 
a  copayment  amount  or  coinsurance 
rate,  and  other  cost-sharing 
requirements.  Cost-sharing  requirements 
expressed  as  a  copayment  amount  or 
coinsurance  rate  imposed  for  out-of¬ 
network  emergency  services  cannot 
exceed  the  cost-sharing  requirements 
that  would  be  imposed  if  the  services 
were  provided  in-network.  Out-of- 
network  providers  may,  however,  also 
balance  bill  patients  for  the  difference 
between  the  providers’  charges  and  the 
amount  collected  from  the  plan  or  issuer 
and  from  the  patient  in  the  form  of  a 
copayment  or  coinsurance  amount. 
Section  1302(c)(3)(B)  of  the  Affordable 
Care  Act  excludes  such  balance  billing 
amounts  from  the  definition  of  cost 
sharing,  and  the  requirement  in  section 
2719A(b)(l)(C)(ii)(II)  that  cost  sharing 
for  out-of-network  services  be  limited  to 
that  imposed  in  network  only  applies  to 
cost  sharing  expressed  as  a  copayment 
or  coinsurance  rate. 

Because  the  statute  does  not  require 
plans  or  issuers  to  cover  balance  billing 
amounts,  and  does  not  prohibit  balance 
billing,  even  where  the  protections  in 
the  statute  apply,  patients  may  be 
subject  to  balance  billing.  It  would 
defeat  the  purpose  of  the  protections  in 
the  statute  if  a  plan  or  issuer  paid  an 
unreasonably  low  amount  to  a  provider, 
even  while  limiting  the  coinsurance  or 
copayment  associated  with  that  amount 
to  in-network  amounts.  To  avoid  the 


circumvention  of  the  protections  of  PHS 
Act  section  2719A,  it  is  necessary  that 
a  reasonable  amount  be  paid  before  a 
patient  becomes  responsible  for  a 
balance  billing  amount.  Thus,  these 
interim  final  regulations  require  that  a 
reasonable  amount  be  paid  for  services 
by  some  objective  standard.  In 
establishing  the  reasonable  amount  that 
must  he  paid,  the  Departments  had  to 
account  for  wide  variation  in  how  plans 
and  issuers  determine  both  in-network 
and  out-of-network  rates.  For  example, 
for  a  plan  using  a  capitation 
arrangement  to  determine  in-network 
payments  to  providers,  there  is  no  in- 
network  rate  per  service.  Accordingly, 
these  interim  final  regulations  consider 
three  amounts:  the  in-network  rate,  the 
out-of-network  rate,  and  the  Medicare 
rate.  Specifically,  a  plan  or  issuer 
satisfies  the  copayment  and  coinsurance 
limitations  in  the  statute  if  it  provides 
benefits  for  out-of-network  emergency 
services  in  an  amount  equal  to  the 
greatest  of  three  possible  amounts — 

(1)  The  amount  negotiated  with  in- 
network  providers  for  the  emergency 
service  furnished; 

(2)  The  amount  for  the  emergency 
service  calculated  using  the  same 
method  the  plan  generally  uses  to 
determine  payments  for  out-of-network 
services  (such  as  the  usual,  customary, 
and  reasonable  charges)  but  substituting 
the  in-network  cost-sharing  provisions 
for  the  out-of-network  cost-sharing 
provisions;  or 

(3)  The  amount  that  would  be  paid 
under  Medicare  for  the  emergency 
service. Each  of  these  three  amounts  is 
calculated  excluding  any  in-network 
copayment  or  coinsurance  imposed 
with  respect  to  the  participant, 
beneficiary,  dr  enrollee. 

For  plans  and  health  insurance 
coverage  under  which  there  is  no  per- 
service  amount  negotiated  with  in- 
network  providers  (such  as  under  a 
capitation  or  other  §imilar  payment 
arrangement),  the  first  amount  above  is 
disregarded,  meaning  that  the  greatest 
amount  is  going  to  be  either  the  out-of¬ 
network  amount  or  the  Medicare 
amount.  Additionally,  with  respect  to 
determining  the  first  amount,  if  a  plan 
or  issuer  has  more  than  one  negotiated 
amount  with  in-network  providers  for  a 
particular  emergency  service,  the 
amount  is  the  median  of  these  ^mounts, 
treating  the  amount  negotiated  with 
each  provider  as  a  separate  amount  in 
determining  the  median.  Thus,  for 
example,  if  for  a  given  emergency 


As  of  the  date  of  publication  of  these  interim 
final  regulations,  these  rates  are  available  to  the 
public:  at  http://www.cms.hhs.gov/ 
MedicareAdvtgSpecRateStats/downloads/oon- 
payments.pdf. 
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service  a  plan  negotiated  a  rate  of  $1(00 
with  three  providers,  a  rate  of  $125  with 
one  provider,  and  a  rate  of  $150  with 
one  provider:  the  amounts  taken  into 
account  to  determine  the  median  would 
be  $100,  $100,  $100,  $125,  and  $150; 
and  the  median  would  be  $100. 

Following  the  commonly  accepted 
definition  of  median,  if  there  are  an 
even  number  of  amounts,  the  median  is 
the  average  of  the  middle  two.  (Cost 
sharing  imposed  with  respect  to  the 
participant,  beneficiary,  or  enrollee 
would  be  deducted  from  this  amount 
before  determining  the  greatest  of  the 
three  amounts  above.) 

The  second  amount  above  is 
determined  without  reduction  for  out- 
of-network  cost  sharing  that  generally 
applies  under  the  plan  or  health 
insurance  coverage  with  respect  to  out- 
of-network  services.  Thus,  for  example, 
if  a  plan  generally  pays  70  percent  of  the 
usual,  customary,  and  reasonable 
amount  for  out-of-network  services,  the 
second  amount  above  for  an  emergency 
service  is  the  total  (that  is,  100  percent) 
of  the  usual,  customary,  and  reasonable 
amount  for  the  service,  not  reduced  by 
the  30  percent  coinsurance  that  would 
generally  apply  to  out-of-network 
services  (but  reduced  by  the  in-network 
copayment  or  coinsurance  that  the 
individual  would  be  responsible  for  if 
the  emergency  service  had  been 
provided  in-network). 

Although  a  plan  or  health  insurance 
coverage  is  generally  not  constrained  by 
the  requirements  of  PHS  Act  section 
2719A  for  cost-sharing  requirements 
other  than  copayments  or  coinsurance, 
these  interim  final  regulations  include 
an  anti-abuse  rule  with  respect  to  such 
other  cost-sharing  requirements  so  that 
the  purpose  of  limiting  copayments  and 
coinsurance  for  emergency  services  to 
the  in-network  rate  cannot  be  thwarted  * 
by  manipulation  of  these  other  cost¬ 
sharing  requirements.  Accordingly,  any 
other  cost-sharing  requirement,  such  as 
a  deductible  or  out-of-pocket  maximum, 
may  be  imposed  with  respect  to  out-of¬ 
network  emergency  services  only  if  the 
cost-sharing  requirement  generally 
applies  to  out-of-network  benefits. 
Specifically,  a  deductible  may  be 
imposed  with  respect  to  out-of-network 
emergency  services  only  as  part  of  a 
deductible  that  generally  applies  to  out- 
of-network  benefits.  Siniilhrly,  if  an  out- 
of-pocket  maximum  generally  applies  to 
out-of-network  benefits,  that  out-of- 
pocket  maximum  must  apply  to  out-of¬ 
network  emergency  services.  A  plan  or 
health  insurance  coverage  could  fashion 
these  other  cost-sharing  requirements  so 
that  a  participant,  beneficiary,  or 
enrollee  is  required  to  pay  less  for 
emergency  services  than  for  general  out- 


lof-network  services:  the  anti-abuse  rule 
merely  prohibits  a  plan  or  health 
insurance  coverage  from  fashioning 
,such  rules  so  that  a  participant, 
beneficiaryr  or  enrollee  is  required  to 
pay  more  for  emergency  services  than 
for  general  out-of-network  services. 

In  applying  the  rules  relating  to 
emergency  services,  the  statute  and 
these  interim  final  regulations  define 
the  terms  emergency  medical  condition, 

,  emergency  services,  and  stabilize.  These 
.terms  are  defined  generally  in 
! accordance  with  their  meaning  under 
f  the  Emergency  Medical  Treatment  and 
, Labor- Act  (EMTALA),  section  1867  of 
the  Social  Security  Act.  There  are, 
t  however,  some  minor  variances  from 
ithe  EMTALA  definitions.  For  example, 
both  EMTALA  and  PHS  Act  section 
2719A  define  “emergency  medical 
condition”  in  terms  of  the  same 
consequences  that  could  reasonably  be 
expected  to  occur  in  the  absence  of 
immediate  medical  attention.  Under 
EMTALA  regulations,  the  likelihood  of 
these  consequences  is  determined  by 
qualified  hospital  mfedical  personnel, 
while  under  PHS  Act  section  2719A  the 
standard  is  whether  a  prudent 
layperson,  who  possesses  an  average 
knowledge  of  health  and  medicine, 
could  reasonably  expect  the  absence  of 
immediate  medical  attention  to  result  in 
such  consequences. 

Application  to  grandfathered  health 
plans.  The  statute  and  these  interim 
final'regulations  relating  to  certain 
patient  protections  do  not  apply  to 
grandfathered  health  plans.  However, 
other  Federal  or  Statedaws  related  to 
these  patient  protections  may  apply 
regardless  of  grandfather  status. 

III.  Interim  Final  Regulations  and 
Request  for  Comments 

Section  9833  of  the  Code,  section  734 
of  ERISA,  and  section  2792  of  the  PHS 
Act  authorize  the  Secretaries  of  the 
Treasury,  Labor,  and  HHS  (collectively, 
the  Secretaries)  to  promulgate  any 
interim  final  rules  that  they  determine 
are  appropriate  to  carry  out  the 
provisions  of  chapter  100  of  the  Code, 
part  7  of  subtitle  B  of  title  I  of  ERISA, 
and  part  A  of  title  XXVII  of  the  PHS  Act, 
which  include  PHS  Act  sections  2701 
through  2728  and  the  incorporation  of 
those  sections  into  ERISA  section  715 
and  Code  section  9815. 

In  addition,  under  Section  553(b)  of 
the  Administrative  Procedure  Act  (APA) 
(5  U.S.C.  551  et  seq.)  a  general  notice  of 
proposed  rulemaking  is  not  required 
when  an  agency,  for  good  cause,  finds 
that  notice  and  public  comment  thereon 
are  impracticable,  unnecessary,  or 
contrary  to  the  public  interest.  The 
provisions  of  the  APA  that  ordinarily 


require  a  notice  of  proposed  rulemaking 
do  not  apply  here  because  of  the 
specific  authority  granted  by  section 
9833  of  the  Code,  section  734  of  ERISA, 
and  section  2792  of  the  PHS  Act. 
However,  even  if  the  APA. were 
applicable,  the  Secretaries  have 
determined  that  it  would  be 
impracticable  and  contrary  to  the  public 
interest  to  delay  putting  the  provisions 
in  these  interim  final  regulations  in 
place  until  a  full  public  notice  and 
comment  process  was  completed.  As 
noted  above,  numerous  provisions  of 
the  Affordable  Care  Act  are  applicable 
for  plan  years  (in  the  individual  market, 
policy  years)  beginning  on  or  after 
September  23,  2010,  six  months  after 
date  of  enactment.  Had  the  Departments 
published  a  notice  of  proposed 
rulemaking,  provided  for  a  60-day , 
comment  period,  and  only  then 
prepared  final  regulations,  which  would  - 
be  subject  to  a  60-day  delay  in  effective 
date,  it  is  unlikely  that  it  would  have 
been  possible  to  have  final  regulations 
in  effect  before  late  September,  when 
these  requirements  could  be  in  effect  for 
some  plans  or  policies.  Moreover,  the 
requirements  in  these  interim  final 
regulations  require  significant  lead  time 
in  order  to  implement.  For  example,  in 
the  case  of  the  requirement  under  PHS 
Act  section  2711  prohibiting  overall 
lifetime  dollar  limits,  these  interim  final 
regulations  require  that  an  enrollment 
opportunity  be  provided  for  an 
individual  whose  coverage  ended  by 
reason  of  reaching  a  lifetime  limit  no 
later  than  the  first  day  this  requirement 
takes  effect.  Preparations  presumably 
would  have  to  be  made  to  put  such  an 
enrollment  process  in  place.  In  the  case 
of  requirements  for  emergency  care 
under  PHS  Act  section  2719A,  plans 
and  issuers  need  to  know  how  to 
process  charges  by  out-of-network 
providers  by  as  early  as  the  first  plan  or 
policy  year  beginning  on  or  after 
September  23,  2010.  With  respect  to  all 
the  ch'^nges  that  would  be  required  to  be 
made  under  these  interim  final 
regulations,  whether  adding  coverage  of 
children  with  a  preexisting  condition 
under  PHS  Act  section  2704,  or 
determining  the  scope  of  rescissions 
prohibited  under  PHS  Act  section  2712, 
group  health  plans  and  health  insurance 
issuers  have  to  be  able  to  take  these 
changes  into  account  in  establishing 
their  premiums,  and  in  making  other 
changes  to  the  designs  of  plan  or  policy 
benefits,  and  these  premiums  and  plan 
or  policy  changes  would  have  to  receive 
necessary  approvals  in  advance  of  the 
plan  or  policy  year  in  question. 

Accordingly,  in  order  to  allow  plans 
and  health  insurance  coverage  to  be 


37196 


Federal  Register / Vol.  75,  No.  123 /Monday,  June  28,  2010 /Rules  and  Regulations 


designed  and  implemented  on  a  timely 
basis,  regulations  must  be  published 
and  available  to  the  public  well  in 
advance  of  the  effective  date  of  the 
requirements  of  the  Affordable  Care  Act. 
It  is  not  possible  to  have  a  full  notice 
and  comment  process  and  to  publish 
final  regulations  in  the  brief  time 
between  enactment  of  the  Affordable 
Care  Act  and  the  date  regulations  are 
needed. 

The  Secretaries  further  find  that 
issuance  of  proposed  regulations  would 
not  be  sufficient  because  the  provisions 
of  the  Affordable  Care  Act  protect 
significant  rights  of  plan  participants 
and  beneficiaries  and  individuals 
covered  by  individual  health  insurance 
policies  and  it  is  essential  that 
participants,  beneficiaries,  insureds, 
plan  sponsors,  and  issuers  have 
certainty  about  their  rights  and 
responsibilities.  Proposed  regulations 
are  not  binding  and  cannot  provide  the 
necessary  certainty.  By  contrast,  the 
interim  final  regulations  provide  the 
public  with  an  opportunity  for 
comment,  hut  without  delaying  the 
effective  date  of  the  regulations. 

For  the  foregoing  reasons,  the 
Departments  have  determined  that  it  is 
impracticable  and  contrary  to  the  public 
interest  to  engage  in  full  notice  and 
comment  rulemaking  before  putting 
these  interim  final  regulations  into 
effect,  and  that  it  is  in  the  public  interest 
to  promulgate  interim  final  regulations. 

rV.  Economic  Impact  and  Paperwork 
Burden 

A.  Summary — Department  of  Labor  and 
Department  of  Health  and  Human 
Services 

As  stated  earlier  in  this  preamble, 
these  interim  final  regulations 


implement  PHS  Act  sections  2704 
(prohibiting  preexisting  condition 
exclusions),  2711  (prohibiting  lifetime 
and  annual  dbllar  limits  on  benefits), 
2712  (rules  regarding  rescissions),  and 
2719A  (patient  protections). These 
interim  final  regulations  also  provide 
guidance  on  the  requirement  to  provide 
enrollment  opportunities  to  individuals 
who  reached  a  lifetime  limit.  PHS  Act 
section  2704  regarding  preexisting 
condition  exclusions  generally  is 
effective  for  plan  years  (in  the 
individual  market^  policy  years) 
beginning  on  or  after  lanuary  1,  2014. 
However,  with  respect  to  enrollees, 
including  applicants  for  enrollment, 
who  are  under  19  years  of  age,  this 
section  is  effective  for  plan  years 
beginning  on  or  after  September  23. 
2010;  or  in  the  case  of  individual  health 
insurance  coverage,  for  policy  years 
beginning  on  or  after  September  23, 
2010.’'*  The  rest  of  the.se  provisions 
generally  are  effective  for  plan  years  (in 
the  individual  market,  policy  years) 
beginning  on  or  after  September  23, 
2010,  which  is  six  months  after  the 
March  23,  2010  date  of  enactment  of  the 
Affordable  Ca^;e  Act. 

The  Departments  have  crafted  these 
interim  final  regulations  to  secure  the 
protections  intended  by  Congress  in  the 
most  economically  efficient  manner 
possible.  In  accordance  with  OMB 
Circular  A-4,  they  have  quantified  the 
benefits  and  co.sts  where  possible  and 
provided  a  qualitative  djscussion  of 
some  of  the  benefits  and  the  costs  that 
may  stem  from  these  interim  final 
regulations. 


B.  Executive  Order  12866 — Department 
of  Labor  and  Department  of  Health  and 
Human  Services 

Under  Executive  Order  12866  (58  FR 
51735),  “significant”  regulatory  actions 
are  subject  to  review  by  the  Office  of 
Management  and  Budget  (OMB). 

Section  3(f)  of  the  Executive  Order 
defines  a  “significant  regulatory  action” 
as  an  action  that  is  likely  to  result  in  a 
rule  (1)  having  an  annual  effect  on  the 
economy  of  $100  million  or  more  in  any 
one  year,  or  adversely  and  materially 
affecting  a  sector  of  the  economy, 
productivity,  competition,  jobs,  the 
environment,  public  health  or  safety,  or 
State,  local  or  tribal  governments  or 
communities  (also  referred  to  as 
“economically  significant”);  (2)  creating 
a  serious  inconsistency  or  otherwise 
interfering  with  an  action. taken  or 
planned  by  another  agency;  (3) 
materially  altering  the  budgetary 
impacts  of  entitlement  grants,  user  fees, 
or  loan  programs  or  the  rights  and 
obligations  of  recipients  thereof;  or  (4) 
raising  novel  legal  or  policy  issues 
arising  out  of  legal  mandates,  the  . 
President’s  priorities,  or  the  principles 
set  forth  in  the  Executive  Order.  OMB 
has  determined  that  this  rule  is 
significant  within  the  meaning  of 
.section  3(f)(1)  of  the  Executive  Order,* 
because  it  is  likely  to  have  an  effect  on 
the  economy  of  $100  million  in  any  one 
year.  Accordingly,  OMB  has  reviewed 
these  rules  pursuant  to  the  Executive 
Order.  The  Departments  provide  an 
assessment  of  the  potential  costs  and 
benefits  of  each  regulatory  provision 
below,  summarized  in  the  following 
table. 

Table  1.1  Accounting  Table 


TABLE  1.1 — Accounting  Table 


Benefits 


Qualitative:  These  patient  protections  are  expected  to  expand  coverage  for  children  with  preexisting  conditions  and  individuals  who  face  rescis¬ 
sions,  lifetime  limits,  and  annual  limits  as  a  result  of  high  health  care  costs.  Expanded  coverage  is  likely  to  increase  access  to  health  care, 
improve  health  outcomes,  improve  worker  productivity,  and  reduce  family  financial  strain  and  “job  lock”.  Many  of  these  benefits  have  a  dis¬ 
tributional  component,  and  promote  equity,  in  the  sense  that  they  will  be  enjoyed  by  those  who  are  especially  vulnerable  as  a  result  of  health 
problems  and  financial  status.  Choice  of  physician  will  likely  lead  to  better,  sustained  patient-provider  relationships,  resulting  in  decreased 
malpractice  claims  and  improved  medication  adherence  and  health  promotion.  Removing  referrals  and  prior  authorizations  for  primary  care, 
obstetrical  and  gynecological  care,  and  emergency  services  is  likely  to  reduce  administrative  and  time  burdens  on  both  patients  and  physi¬ 
cians,  while  improving  health  outcomes  by  allowing  quicker  access  to  medical  services  when  necessary. 


Costs  Estirfiate  Year  dollac  Discount  rate  Period  covered 


Annualized  Monetized  ($millions/year)  .  4.9  2010  7%  •  2011-2013 

4.9  2010  3%  2011-20T3 


’^The  Affordable  Care  Act  adds  Section  715  to 
the  Employee  Retirement  Income  Security  Act 
(ERISA)  and  section  9815  to  the  Internal  Revenue 
Code  (the  Code)  to  make  the  provisions  of  part  A 


of  title  XXVII  of  the  PHS  Act  applicable  to  group 
health  plans,  and  health  insurance  issuers 
providing  health  insurance  coverage  in  connection 
with  group  health  plans,  under  ERISA  and  the  Code 


as  if  those  provisions  of  the  PHS  Act  were  included 
in  ERISA  and  the  Code. 

Section  1255  of  the  Affordable  Care  Act.  See 
also  section  10103(e)-(f)  of  the  Affordable  Care  Act. 
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TABLE  1.1 — Accounting  Table — Continued 


Monetized  costs  are  due  to  a  requirement  to  notify  participants  that  ekceeded  their  lifetime  limit  and  were  disenrolled  from  their  plan  or  cov¬ 
erage  of  their  right  to  re-enroll  in  the  plan;  a  requirement  that  a  group  health  plan  or  a  health  insurance  issuer  offering  group  or  indi\/tdual 
health  insurance  coverage  must  notify  an  affected  individual  30  days  before  coverage  may  be  rescinded:  and  a  notice  of  a  participant’s  right 
to  choose  any  available  participating  primary  care  provider  or  pediatrician  as  their  primary  care  provider,  and  of  increased  protections  for 
those  participants  seeking  emergency  services.  v 


Qualitative:  To  the  extent  these  patient  protections  increase  access  to  health  care  services,  increased  health  care  utilization  and  costs  will  result 
due  to  increased  uptake.  Expanding  coverage  to  children  with  preexisting  conditions  and  individuals  subject  to  rescissions  will  likely  increase 
overall  health  care  costs,  given  that  these  groups  tend  to  have  high  cost  conditions  and  require  more  costly  carelhan  average. 


T  ransfers 


Qualitative:  These  patient  protections  create  a  small  transfer  from  those  paying  premiums  in  the  group  market  to  those  obtaining  the  increased 
patient  protections.  To  the  extent  there  is  risk  pooling  in  the  individual  market,  a  similar  transfer  will  occur. 


1 .  Need  for  Regulatory  Action 

a.  Preexisting  Condition  Exclusions 

As  discussed  earlier  in  this  preamble. 
Section  2704  of  the  PHS  Act  as  added 
by  the  Affordable  Care  Act,  prohibits 
group  health  plans  and  health  insurance 
issuers  offering  group  or  individual 
health  insurance  from  imposing  any 
preexisting  condition  exclusion.  This 
new  protection  applies  to  children  who 
are  under  age  19  for  plan  years  (in  the 
individual  market,  policy  years) 
beginning  on  or  after  September  23, 
2010.  For  individuals  age  19  and  over, 
this  provision  applies  for  plan  years  (in 
the  individual  market,  policy  years) 
beginning  on  or  after  January  1,  2014. 

Preexisting  conditions  affect  millions 
of  Americans  and  include  a  broad  range 
of  conditions  from  heart  disease — which 
affects  one  in  three  adults  — or 
cancer — which  affects  11  million 
Americans  — to  relatively  minor 
conditions  like  hay  fever,  asthma,  or 
previous  sports  injuries.^® 

Denials  of  benefits  or  coverage  based 
on  a  preexisting  condition  make 
adequate  health  insurance  unavailable 
to  millions  of  Americans.  Before  the 
enactment  of  the  Affordable  Care  Act,  in 
45  States,  health  insurance  issuers  in 
the  individual  market  could  deny 
coverage,  charge  higher  premiums,  and/ 


or  deny  benefits  for  a  preexisting 
condition. 

These  interim  final  regulations  are 
necessary  to  amend  the  Departments’ 
existing  regulations  to  implement  this 
statutory  provision,  which  was  enacted 
by  Congress  to  ensure  that  quality 
health  coverage  is  available  to  more 
Americans  without  the  imposition  of  a 
preexisting  condition  exclusion. 

b.  Lifetime  and  Annual  Limits 

As  discussed  earlier  in  this  preamble. 
Section  2711  of  the  PHS  Act  was  added 
to  the  Affordable  Care  Act  to  prohibit 
group  health  plans  and  health  insurance 
issuers  offering  group  or  individual 
health  insurance  coverage  firom 
imposing  lifetime,  limits  on  the  dollar 
value  of  health  benefits.  Annual  limits 
also  are  prohibited,  but  the  statute 
includes  a  phase-in  of  this  provision 
before  January  1,  2014,  that  allows  plans 
and  issuers  to  impose  “restricted  annual 
limits”  at  the  levels  discussed  earlier  in 
this  preamble. 

These  new  protections  ensure  that 
patients  are  not  confronted  with 
devastating  health  costs  because  they 
have  exhausted  their  health  coverage 
when  faced  with  a  serious  medical 
condition.  For  example,  in  one  recent 
national  survey,  ten  percent  of  all 
cancer  patients  reported  that  they 
reached  a  benefit  limit  in  their 
insurance  policy  and  were  forced  to 
seek  alternative  insurance  coverage  of 
pay  the  remainder  of  their  treatment 
*out-of-pocket.^° 

These  interim  final  regulations  are 
necessary  to  amend  the  Departments’ 
existing  regulations  to  implement  the 
statutory  provisions  with  respect  to 
annual  and  lifetime  limits  that  Congress 
enacted  to  help  ensure  that  more 
Americans  with  chronic,  long-term, 
and/or  expensive  illnesses  have  access 
to  quality  health  coverage.  The 


Kaiser  State  Health  Facts,  http:// 
statehealthfacts.org/comparetabIe.jsp?ind=353 
8'cat=7. 

^“USA  Today/Kaiser  Family  Foundation/Harvard 
School  of  Public  Health.  National  Survey  of 
Households  Affected  by  Cancer.  November  2006. 


provisions  of  the  regulations  regarding 
restricted  annual  limits  function  as  a 
type  of  transition  rule,  providing  for 
staged  implementation  and  helping 
ensure  against  adverse  impacts  on 
premiums  or  the  offering  of  health 
coverage  in  the  marketplace.  For  more 
detail  about  these  provisions,  see  the 
discussion  of  PHS  Act  Section  2711, 
Lifetime  and  Annual  Limits,  in  section 
II.B  earlier  in  this  preamble. 

c.  Rescission 

As  discussed  earlier  in  this  preamble. 
Section  2712  of  the  PHS  Act  was  added 
by  the  Affordable  Care  Act  to  prohibit 
group  health  plans  and  health  insurance 
issuers  offering  group  or  individual 
health  insurance  coverage  from 
rescinding  coverage  except  in  the  case 
of  fraud  or  intentional 
misrepresentation  of  material  fact. 

Prior  to  the  Affordable  Care  Act, 
thousands  of  Americans  lost  health 
coverage  each  year  due  to  rescission. 
According  to  a  House  Energy  and 
Commerce  Committee  staff 
memorandum,^!  rather  than  reviewing 
medical  histories  when  applications  are 
submitted,  if  the  policyholders  become 
sick  and  file  expensive  claims, 
insurance  companies  then  initiate 
investigations  to  scrutinize  the  details  of 
the  policyholder’s  application  materials 
and  medical  records,  and  if 
discrepancies,  omissions,  or 
misrepresentations  are  found,  the 
insurer  rescinds  the  policies,  returns  the 
premiums,  and  refuses  payment  for 
medical  services.  The  Committee  found 
some  questionable  practices  in  this  area 
including  insurance  companies 
rescinding  coverage  even  when 
discrepancies  are  unintentional  or 
caused  by  others,  for  conditions  that  are 
unknown  to  policyholders,  and  for 
discrepancies  unrelated  to  the  medical 


Terminations  of  Individual  Health  Insurance 
Policies  by  Insurance  Companies,  Hearing  before 
the  House  Comm,  on  Energy  and  Commerce, 
Subcommittee  on  Oversight  and  Investigations, 
June  16,  2009)  (supplemental  memorandum) 
http://energycommerce.house.gov/Press_l  1 1/ 
20090616/rescission_supplemental.pdf. 


’sThe  Departments’  analysis  extends  to  2013. 

The  analysis  does  not  attempt  to  estimate  effects  in 
2014  and  beyond  because  the  extensive  changes 
provided  for  by  the  Affordable  Care  Act  in  sources 
of  coverage,  rating  rules,  and  the  structure  of 
insurance  markets  make  it  nearly  impossible  to 
isolate  the  effects  of  the  provisions  of  these  interim 
Final  regulations. 

American  Heart  Association.  Heart  Disease  and 
Stroke  Statistics  2009  Update-at-a-Glance.  http:// 
www.americanheart.org/downloadable/heart/ 
1240250946756LS—1982%20Heart 
%20and%20Stroke%20Update.042009.pdf. 

’^National  Cancer  Institute.  Cancer  Query 
System:  Cancer  Prevalence  Database.  http://srab. 
cancer. gov/ prevalence /canques.btml. 

'“Pollitz  K,  Sorian  R.  How  Accessible  is 
Individual  Health  Insurance  for  Consumers  in  Less 
than  Perfect  HealthI  Kaiser  Family  Foundation, 
June  2001, 


37198 


Federal  Register/ Vol.  75,  No.  123 /Monday,  June  28,  2010 /Rules  and  Regulations 


conditions  for  which  patients  sought 
medical  care. 

When  a  coverage  rescission  occurs,  an 
individual’s  health  coverage  is 
retroactively  cancelled,  which  means 
that  the  insurance  company  is  no  longer 
responsible  for  medical  care  claims  that 
they  had  previously  accepted  and  paid. 
Rescissions  can  result  in  significant 
financial  hardship  for  affected 
individuals,  because,  in  most  cases,  the 
individuals  have  accumulated 
significant  medical  expenses.  The  NAIC 
Regulatory  Framework  Task  Force 
collected  data  on  52  companies  covering 
the  period  2004-2008,  and  found  that 
rescissions  averaged  1.46  per  thousand 
policies  in  force.22  This  estimate  implies 
there  are  approximately  10,700 
rescissions  per  year. 

These  interim  final  regulations 
implement  the  statutory  provision 
enacted  by  Congress  to  protect  the  most 
vulnerable  Americans,  those  that  incur 
substantial  medical  expenses  due  to  a 
serious  medical  condition,  ft’om 
financial  devastation  by  ensuring  that 
such  individuals  do  not  unjustly  lose 
health  coverage  by  rescission. 

d.  Patient  Protections 

As  discussed  earlier  in  this  preamble. 
Section  2719A  of  the  PHS  Act  was 
added  by  the  Affordable  Care  Act  to 
require  group  health  plans  and  health 
insurance  issuers  offering  group  or 
individual  health  insurance  coverage  to 
ensure  choice  of  health  care 
professionals  and  greater  access  to 
benefits  for  emergency  services.  As 
discussed  in  more  detail  below, 
provider  choice  is  a  strong  predictor  of 
patient  trust  in  a  provider,  and  patient- 
provider  trust  can  increase  health 
promotion  and  therapeutic  effects.^^ 
Studies  also  have  found  that  patients 
tend  to  experience  better  quality  health 
care  if  they  have  long-term  relationships 
with  their  health  care  provider.^'* 

The  emergency  care  provisions  of 
PHS  Act  section  2719A  require  (1)  non- 
grandfathered  group  health  plans  and 
health  insurance  issuers  that  cover 
emergency  services  to  cover  such 
services  without  prior  authorization  and 


^^NAIC  Rescission  Data  Call,  December  17,  2009, 

p.  1. 

Piette,  John,  et  al.,  “The  Role  of  Patient- 
Physician  Trust  in  Moderating  Medication 
Nonadherence  Due  to  Cost  Pressures.”  Archives  of 
Internal  Medicine  165,  August  (2005)  and  Roberts. 
Kathleen  “Physician-Patient  Relationships, 

Patient  Satisfaction,  and  Antiretroviral  Medication 
Adherence  Among  HIV-Infected  Adults  Attending  a 
Public  Health  Clinic.”  AIDS  Patient  Care  and  STDs 
16.1  (2002). 

Blewett.  Lynn,  et  al.,  “When  a  Usual  Source  of 
Care  and  Usual  Provider  Matter:  Adult  Prevention 
and  Screening  Services.”  Journal  of  General  Internal 
Medicine  23.9  (2008). 


without  regard  to  whether  the  health 
care  provider  providing  the  services  is 
a  participating  network  provider,  and 
(2)  copayments' and  coinsurance  for  out- 
of-network  emergency  care  not  to 
exceed  the  cost-sharing  requirements 
that  would  have  been  imposed  if  the 
services  were  provided  in-network. 

These  provisions  will  ensure  that 
patients  get  emergency  care  when  they 
need  if,  especially  in  situations  where 
prior  authorization  cannot  be  obtained 
due  to  exigent  circumstances  or  an  in- 
network  provider  is  not  available  to 
provide  the  services'.  It  also  will  protect 
patients  from  the  substantial  financial 
burden  that  can  be  imposed  when 
differing  copayment  or  coinsurance 
arrangements  apply  to  in-network  and 
out-of-network  emergency  care. 

This  regulation  is  necessary  to 
implement  the  statutory  provision 
enacted  by  Congress  to  provide  these 
essential  patient  protections. 

2.  PHS  Act  Section  2704,  Prohibition  of 
Preexisting  Condition  Exclusions  (26 
CFR  54.9815-2704T,  29  CFR  2590.715- 
2704,  45  CFR  147.108) 

a.  Summary 

As  discussed  earlier  in  this  preamble, 
section  1201  of  the  Affordable  Care  Act 
adds  a  new  PHS  Act  section  2704, 
which  amends  the  HIPAA  rules  relating 
to  preexisting  condition  exclusions  to 
provide  that  a  group  health  plan  and  a 
health  insurance  issuer  offering  group  or 
individual  health  insurance  coverage 
may  not  impose  any  preexisting 
condition  exclusion.  The  HIPAA  rules 
(in  effect  prior  to  the  effective  date  of 
these  amendments)  apply  only  to  group 
health  plans  and  group  health  insurance 
coverage,  and  permit  limited  exclusions 
of  coverage  based  on  a  preexisting 
condition  under  certain  circumstances. 
The  Affordable  Care  Act  and  these 
interim  final  regulations  prohibit  any 
preexisting  condition  exclusions 
imposed  by  group  health  plans  or  group 
health  insurance  coverage  and  extends 
this  protection  to  individual  health 
insurance  coverage.  This  prohibition 
generally  is  effective  wiffi  respect  to 
plan  years  (in  the  individual  market, 
policy  yecU’s)  beginning  on  or  after 
January  1,  2014,  but  for  eiirollees  who 
are  under  19  years  of  age,  this 
prohibition  becomes  effective  for  plan 
years  (in  the  individual  market,  policy 
years)  beginning  on  or  after  September 
23,  2010. 

Under  the  statute  and  these  interim 
final  regulations,  a  grandfathered  health 
plan  that  is  a  group  health  plan  or  group 
health  insurance  coverage  must  comply 
with  the  prohibition  against  preexisting 
condition  exclusions;  however,  a 


grandfathered  health  plan  that  is 
individual  health  insurance  coverage  is 
not  required  to  comply  with  PHS  Act 
section  2704. 

In  this  section,  the  Departments 
estimate  the  likely  effects  of  these 
interim  final  regulations.  Beginning 
with  the  population  of  individuals  age 
0-18,  the  number  of  individuals 
potentially  affected  is  estimated  in 
several  steps.  First,  the  number  of 
children  who  have  preexisting 
conditions  that  might  cause  them  to  be 
excluded  ft’om  coverage  is  estimated. 
Second,  a  range  of  take-up  rates  is  used 
to  estimate  the  number  of  children  who 
miijht  be  newly  covered  aftqr  these 
interim  final  regulations  are 
implemented.  In  addition,  the  potential 
cost  implications  are  discussed. 

b.  Estimated  Number  of  Affected 
Individuals 

In  the  individual  market,  those 
applying  for  insurance  will  no  longer 
face  exclusions  or  denials  of  coverage 
based  on  a  preexisting  condition 
exclusion  if  they  are  under  the  age  of  19. 
In  addition,  children  covered  by  non» 
grandfathered  individual  coverage  with 
a  rider  or  an  exclusion  period  that 
excludes  coverage  for  a  preexisting 
condition  will  gain  coverage  for  that 
condition.  In  the  group  market, 
participants  and  dependents  who  are 
under  19  years  old  and  have 
experienced  a  lapse  in  coverage  will  no 
longer  face  up  to  a  twelve-month 
exclusion  for  preexisting  conditions. 

The  Departments’  estimates  in  this 
section  are  based  on  the  2004-2006 
Medical  Expenditure  Panel  Survey 
Household  Component  (MEPS-HC) 
which  was  projected  to  2010  and 
calibrated  to  be  consistent  with  the 
National  Health  Accounts  projections. 
The  analysis  tabulated  counts  and  costs 
for  persons  under  age  19  by  age,  health 
status,  and  insurance  status. 

There  are  two  main  categ'ories  of 
children  who  are  most  likely  to  be 
directly  affected  by  these  interim  final 
-  regulations:  First,  children  who  have  a 
preexisting  condition  and  who  are 
uninsured:  second,  children  who  are 
covered  by  individual  insurance  with  a 
rider  excluding  coverage  for  a 
preexisting  condition  or  a  preexisting 
condition  exclusion  period.  For  the 
latter  category,  obtaining  coverage  for 
the  preexisting  condition  may  require 
terminating  the  child’s  existing  policy 
and  beginning  a  new  one,  because 
individual  health  insurance  coverage 
that  is  a  grandfathered  health  plan  is  not 
required  to  comply  with  PHS  Act 
section  2704  or  these  interim  final 
regulations. 
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It  is  difficult  to  estimate  precisely 
how  many  uninsured  children  have  a 
preexisting  condition  that  would  cause 
them  to  be  denied  coverage  for  that 
condition  if  they  were  to  apply. 
Information  on  whether  individuals 
have  a  preexisting  condition  for  the 
purpose  of  obtaining  health  insurance  is 
not  collected  in  any  major  population- 
based  survey.  In  its  annual  survey  oh 
market  practices,  America’s  Health 
Insurance  Plans  (AHIP)  estimated  that 
429,464  applications  for  children  were 
medically  underwritten,  and  20,747,  or 
4.8  percent,  were  denied.^s  The  sulA^ey 
does  not  measure  the  number  of 
applicarrts  who  did  not  make  it  through 
an  underwriting  process,  nor  does  it 
measure  the  applicants’  prior  insurance 
status,  and  therefore,  while  useful,  it 
does  not  provide  direct  estimates  of  the 
number  or  proportion  of  uninsured 
children  who  would  be  denied  coverage 
based  on  a  preexisting  condition.  Thus, 
the  Departments  use  proxies  for 
preexisting  conditions  available  in  ’ 
nationally  representative  surveys  to 
estimate  the  universe  of  potentially 
eligible  individuals. 

The  Departments  estimate  that  in 
2010  there  are  approximately  78.0' 
million  children  under  the  age  of  19  in 
the  United  States,  of  whom  an  estimated. 
19.4  million  report  “fair”  or  “poor” 
health  or  take  three  or  more  prescription 
medications.  The  Departments  assume 
that  these  children  have  a  preexisting 
condition.  Whether  or  not  the  statute 
and  these  interim  final  regulations  are 
likely  to  affect  these  children  depends 
on  their  own  and  their  parents’ 
insurance  status.  Of  the  19.4  million 
children  that  potentially  have  a 
preexisting  condition,  10.2  million 
already  have  employer-sponsored 
insurance  (ESI),  760,000  have 
individual  coverage,  and  7.9  million 
have  public  or  other  coverage,  leaving 
540,000  uninsured  children  with 
preexisting  conditions.^^  The 
Departments  assume  that  this  group  of 
540,000  uninsured  children  with  a 
preexisting  condition  would  be  denied 
coverage  for  that  condition  or  altogether 
if  they  were  to  apply. 

The  likelihood  that  an  uninsured 
child  with  a  preexisting  condition  will 
gain  coverage  due  to  these  interim  final 
regulations  will  likely  vary  by  the 
insurance  status  of  the  child’s  parent. 

As  shown  in  Table  2.1,  approximately 
one-half  of  the  540,000  uninsured 


AHIP  Center  for  Health  Policy  Research. 
Individual  Health  Insurance  2009.  http:// 
n'ww.ah  ipresearch .  oi^/pdfs/ 
2009IndividualMarketSurveyFinaIReport.pdf. 

28  These  estimates  are  from  the  Departments' 
analysis  of  the  2004-2006  Medical  Expenditure 
Panel  Survey,  trended  forward  to  2010. 


children  who  the  Departments  estimate 
have  a  preexisting  cpndition  live  with  a 
parent  who  is  also  uninsured  and  is  not 
offered  ESI.  An  additional  190,000  have 
a  parent  who  is  covered  by  ESI,  and 
60,000  children  have  a  parent  who  was 
offered  ESI  but  did  not  accept  the  offer 
(and  the  insurance  status  of  the  parent 
is  unknown). 

Table  2.1— Estimated  Number  of 
Uninsured  Children  With  Pre- 
Existing  Conditions,  by  Parent’s 
Insurance  Status,  2010 


Parent’s  insurance  status  | 

Number  of 
children 

Parent  has  .employer- 
sponsored  insurance 

(ESI)  . 

190,000 

Parent  offered  ESI  . 

60,000 

Parent  has  individual  mar- 

ket  insurance . 

10,000 

Parent  does  not  have  pri- 

vate  insurance"  . 

270,000 

No  parent . . 

20,000 

Total ""  . 

540,000 

"Primarily  parents  who  are  uninsured,  but 
also  including  a  small  number  who  have  public 
coverage. 

*■  Total  is  not  the  sum  of  the  components 
due  to  rounding. 

Source:  Departments’  analysis  of  MEPS-HC 
data,  2004-2006,  trended  forward  to  2010. 

The  group  most  likely  to  be  affected 
by  thetse  interim  final  regulations  is 
uninsured  children  whose  parents  have 
purchased  non-group  coverage,  of 
whom  there  are  an  estimated  10,000. 
These  parents  have  demonstrated  a 
strong  preference  for  coverage  by  being 
willing  to  pay  for  a  non-group  premium 
for  themselves,  but  their  child  is 
uninsured.  Although  the  Departments 
cannot  know  with  any  certainty,  it  is 
quite  plausible  that  the  child  is 
uninsured  because  the  insurer  refused 
to  sell  coverage  to  the  child  due  to  a 
preexisting  condition.  If  an  individual 
market  insurance  policy  does  not 
change  substantially  and  retains  its 
grandfather  status,  the  insurer  is  not 
required  to  add  a  child  with  a 
preexisting  conditiofi.  However,  if  the 
parent  terminates  the  existing  policy 
and  purchases  a  new  policy  (which  is 
quite  plausible  given  the  high 
prevalence  of  churning  in  the  individual 
insurance  market),  then  the  new  policy 
will  be  required  to  cover  the  child,  and 
a  substantial  proportion  of  these 
children  could  gain  access  to  coverage 
due  to  these  interim  final  regulations. 


22  Adele  M.  Kirk.  The  individual  Insurance 
Market:  A  Building  Block  for  Health  Care  Reform? 
Health  Care  Financing  Organization  Research 
Synthesis.  May  2008. 


At  the  other  extreme,  roughly  190,000 
uninsured  children  with  a  preexisting 
condition  have  a  parent  with  ESI.  It  is 
possible  that  these  children  are 
uninsured  because  their  parents’  ESI 
does  not  offer  dependent  coverage.  It  is 
also  possible  that  the  parent  could  not 
afford  the  employee  portion  of  a  family 
plan  premium.  These  interim  final 
regulations  are  not  likely  to  have  much 
effect  on  coverage  for  children  in  these 
circumstances.  A  very  small  subset  of 
uninsured  children  whose  parents  have 
ESI  could  have  had  to  be  in  a 
preexisting  exclusion  period  before 
coverage  is  provided  for  services  to  treat 
that  condition.  Under  the  statute  and 
these  interim  final  regulations,  there 
would  no  longer  be  such  a  period, 
making  coverage  desirable.  Sucb 
children  may  be  affected  by  this 
provision. 

Approximately  60,000  uninsured 
children  with  a  preexisting  condition 
have  parents  who  were  offered  ESI  but 
did  not  accept  that  offer.  It  also  seems 
unlikely  that  these  interim  final 
regulations  will  have  much  effect  on 
that  group,  because  almost  all  of  those 
parents  could  have  chosen  to  cover 
themselves,  and  potentially  their  child, 
through  ESI  in  the  absence  of  these 
interim  final  regulations. 

In  between  these  extremes  are  the 
approximately  270,000  uninsured 
children  whose  parents  are  themselves 
uninsured.  Many  of  these  parents  have 
low  to  moderate  income,  and  many  may 
not  be  able  to  afford  insurance.^s 
However,  some  of  these  parents  might 
purchase  a  policy  for  their  child  with  a 
preexisting  condition  if  it  were  available 
to  them. 

While  it  is  relatively  easy  to 
hypothesize  about  the  relationship 
between  parental  insurance  status  and 
the  likelihood  that  a  child  will  be  newly 
covered,  it  is  much  more  difficult  to 
estimate  with  any  precision  the  take-up 
rates  for  each  parental  coverage 
category.  Acknowledging  substantial 
uncertainty,  based  on  the  discussion 
above,  the  Departments’  mid-range 
estimate  is  that  50  percent  of  uninsured 
children  whose  parents  have  individual 
coverage  will  be  newly  insured,  15 
percent  of  uninsured  children  whose 
parents  are  uninsured  will  be  newly 
insured,  and  that  very  few  children  . 
whose  parents  have  ESI,  are  offered  ESI, 
or  who  do  not  live  with  a  parent  will 
become  covered  as  a  result  of  these 


28  Approximately  two-thirds  of  the  uninsured  are 
in  families  with  income  below  200  percent  of  the 
Federal  Poverty  Level.  Current  Population  Survey, 
March  2008. 
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interim  final  regulations.^^  For  the  high- 
end  estimate,  the  Departments  assume' 
that  the  50  percent  and  15  percent 
assumptions  increase  to  75  percent  and 
20  percent,  respectively.  For  the  low- 
end  assumption,  they  assume  that  they 
decrease  to  25  percent  and  10  percent. 


As  shown  in  Table  2.2,  the 
Departments’  mid-range  estimate  is  that 
51,000  uninsured  children  with 
preexisting  conditions  could  gain 
coverage  as  a  result  of  these  interim 
final  regulations.  At  the  low  end  of  the 
range,  this  could  be  31,000  and  at  the 


high  end  of  the  range,  it  could  be 
72,000.  Given  that  most  ESI  already 
covers  children  with  preexisting 
conditions,  almost  all  of  these  children 
newly  gaining  coverage  are  expected  to 
gain  individual  coverage. 


Table  2.2— Estimated  Number  of  Uninsured  Children  Gaining  Coverage 


Gain  employer- 
sponsored 
insurance 

Gain  individual 
market  insurance 

Total 

High  Take-Up . . . 

10,000 

62,000 

Medium  Take-Up  . . . ...' . 

6,000 

45,000 

Low  Take-Up  . . . 

2,000 

29,000 

Source:  Departments’  analysis  of  2004-2006  MEPS-HC,  trended  fonvard  to  2010. 


The  other  group  of  children  who  will 
be  affected  by  these  interim  final 
regulations  is  children  who  already 
have  non-group  insurance  coverage,  but 
who  are  covered  with  a  “condition 
waiver”  that  excludes  coverage  or 
imposes  an  exclusion  period  for 
coverage  of  a  preexisting  condition. 

After  the  implementation  of  these 
interim  final  regulations,  children 
whose  parents  purchase  individual 
coverage  will  not  be  subject  to  condition 
waivers  or  preexisting  condition 
exclusion  periods.  The  Departments 
estimate  that  there  are  90,000  children 
covered  by  individual  insurance  with  a 
condition  waiver  (or  with  a  period 
during  which  coverage  for  a  preexisting 
condition  is  excluded).^!  The  individual 
market  issuers  who  insure  these 
estimated  90,000  children  with  a 
condition  waiver  may  decide  to  remain 
grandfathered  health  plans  and  thus 
these  children  will  not  be  directly 
affected  by  these  interim  final 
regulations.  However,  the  parents  of 
those  children  could  choose  to  switch 
from  an  individual  policy  that  is  a 
grandfathered  health  plan  to  a  new 
policy  that  is  not  grandfathered. 


-®The  Departments  researched  the  literature  in  an 
attempt  to  provide  support  for  the  take-up  rate 
assumptions  made  here.  There  is  a  substantial 
literature  on  take-up  rates  among  employees  who 
are  offered  ESI,  on  take-up  rates  of  public  coverage 
among  people  eligible  for  Medicaid  and  Children's 
Health  Insurance  Program,  and  some  work  on  the 
purchasing  behavior  of  people  who  are  choosing 
between  being  uninsured  and  buying  individual 
insurance  (Aizer,  2006;  Kronson,  2009;  KFF,  2007; 
Bernard  and  Selden,  2006;  Sommers  and  Krimmel, 
2008).  This  work  shows  that  take-up  rates  are  very 
high  for  workers  who  are  offered  ESI,  but  that 
approximately  25  percent  of  people  without  ESI 
purchase  individual  coverage.  This  literature  can 
also  be  used  to  estimate  the  price-elasticity  of 
demand,  asjtas  been  used  by  the  Congressional 
Budget  Office  in  its  estimates  of  the  effects  of  the 
Affordable  Care  Act  (http://www.cbo.gov/ftpdocs/ 
87 xx/ does  712/1 0-3 1  -HealthInsurModel.pdf) 
However,  none  of  this  work  is  very  helpful  in 
estimating  the  level  of  take-up  the  Departments 
should  expect  as  parents  are  given  the  opportunity 


although  the  premium  that  they  pay  for 
such  coverage  could  increase.  Similarly, 
for  those  children  currently  covered  but 
in  a  preexisting  condition  exclusion 
period,  curtailing  the  exclusion  period 
would  require  the  termination  of  the 
current  plan  and  purchase  of  a  policy  on 
or  after  September  23,  2010. 

c.  Benefits 

The  benefits  of  PHS  Act  Section  2704 
and  these  interim  final  regulations  are 
expected  to  amply  justify  the  costs. 
These  interim  final  regulations  will 
expand  and  improve  coverage  for  those 
under  the  age  of  19  with  preexisting 
conditions.  This  will  likely  increase 
access  to  health  care,  improve  health 
outcomes,  and  reduce  family  financial 
strain  and  “job  lock,”  as  described 
below. 

Numerous  studies  confirm  that  when 
children  become  insured,  they  are  better 
able  to  access  health  care.  Uninsured 
children  are  six  times  more  likely  than 
insured  children  to  lack  a  usual  site  of 
care.32  3y  contrast,  one  year  after 
enrollment  in  health  insurance,  nearly 
every  child  in  one  study  had  a  regular 
physician  and  the  percentage  of 


to  purchase  coverage  for  their  children  with 
preexisting  conditions.  In  the  absence  of  strong 
empirical  guidance,  the  Departments  consulted, 
with  experts,  used  their  best  judgment,  and  provide 
a  wide  range  for  our  assumptions. 

^“For  those  parents  who  turned  down  an  offer  of 
ESI  and  whose  insurance  status  is  not  known,  the 
Departments  assume  that  half  of  the  children  who 
takeup  coverage  join  ESI,  and  half  join  a  private 
insuiBnce  plan  in  the  individual  insurance  market. 

The  2009  AHIP  survey  for  individual  coverage 
estimated  that  approximately  2.7  percent  of 
children  with  individual  coverage  are  covered  with 
a  condition  waiver.  This  3  percent  estimate  was 
applied  to  the  MEPS-based  estimate  that  there  are 
approximately  3.3  million  children  covered  by 
individual  insurance.  A  set3arate  analysis  of  MEPS 
by  the  Departments  similarly  found  about  90,000 
children  with  a  preexisting  condition  (defined  as 
being  in  fair  or  poor  health  or  taking  three  or  more 
prescription  medications)  had  a  low  actuarial  value 
of  coverage  for  their  condition. 


children  who  saw  a  dentist  increased  by 
approximately  25  percent.^^  Insured 
children  also  experience  fewer  unmet 
needs  and  delays  in  care.  In  one  study, 
37  percent  of  the  children  15  to  19  years 
of  age  faced  some  unmet  need  or 
delayed  physician  care  in  the  prior  6 
months,  whereas  at  12  months  after 
insurance  enrollment,  only  3.7  percent 
reported  such  delays  or  care 
deficiencies.^'* 

With  regular  access  to  health  care, 
children’s  health  and  well-being  are 
likely  to  improve.  When  children  are 
sick  and  without  health  insurance,  they 
may,  out  of  financial  necessity,  have  to 
forgo  treatment:  insurance  improves  the 
likelihood  that  children  get  timely  and 
appropriate  health  care  services. 

Insured  children  are  less  likely  to 
experience  avoidable  hospital  stays  than 
uninsured  children^®  and,  when 
hospitalized,  insured  children  are  at  less 
risk  of  dying.37  When  children  are 
insured,  it  not  only  improves  their 
health  status,  but  also  confers  corollary 
benefits.  Children  without  health 
insurance  may  not  be  allowed  to 
participate  in  as  many  physical 
activities  as  peers  because  parents  are 


“Children’s  Health,  Why  Health  Insurance 
Matters.”  Kaiser  Commission  on  Medicaid  and  the 
Uninsured,  available  at:  http://www.kff.org/ 
uninsured/Ioader.cfm?url=/commonspot/security/ 
getfile.cfm&PagelLh:  14132. 

Ibid. 

Keane,  Christopher-el  al.  “The  Impact  of 
Children's  Health  Insurance  Program  by  Age.” 
Pediatrics  104:5  (1999),  av'ailable  al:  http:// 
pediatrics.aappublications.org/cgi/reprint/104/5/ 
1051. 

Uninsured  children  are  at  least  70  percent  more 
likely  than  insured  children  to  not  receive  medical 
care  for  common  childhood  conditions  like  sore 
throats,  ear  infections,  and  asthma.  Ibid. 

Ibid. 

Bernstein,  )ill  et  al.  “How  Does  Insurance 
Coverage  Improve  Health  Outcomes?”  Mathematica 
Policy  Research  (2010),  available;  http:// 
www.mathematica-mpr.com/publications/PDFs/ 
Health/Ref ormhealthcare_lBl.pdf. 


Federal  Register/ Vol,  75,  No.  123 /Monday,  June  28,  2010 /Rules  and  Regulations 


37201 


concerned  about  the  financial  impacts 
of  unintentional  injury.  One  study 
determined  that  12  percent  of  uninsured 
children  had  various  activity 
restrictions  [e.g.,  related  to  sports  or 
biking).  However,  almost  all  of  these 
restrictions  were  removed  once  they 
gained  insurance.  And  health 
insurance  and  access  to  care  improve 
school  attendance.  An  evaluation  of  an 
initiative  designed  to  connect  children 
to  Healthy  Kids,  an  insurance  program 
piloted  in  Santa  Clara  County, 

California  for  children  in  low-income 
families,  found  that  the  proportiori  of 
children  missing  three  or  more  school 
days  in  the  previous  month  decreased 
from  11  jiercent  among  non-enrollees  to 
5  percent  after  enrollment  in  the 
insurance  program.®® 

In  addition  to  their  benefits  relating  to 
access  to  care,  health,  and  well-being  of 
children,  these  interim  final  regulations 
are  likely  to  lower  families'  out  of 
pocket  health  care  spending.  Some 
families  would  face  the  possibility  of’ 
paying  high  out-of-pocket  expenses  for 
health  care  for  children  under  19  who 
could  not  obtain  insurance  because  of  a 
preexisting  condition.  Further, 
expanded  insurance  coverage  should 
reduce  the  number  of  medical 
bankruptcies.'*®  In  cases  where  medical , 
expenses  are  substantial,  families  may 
no  longer  need  to  spend  down  their 
assets  in  order  to  qualify  for  Medicaid 
and  other  public  assistance  programs. 
Approximately  34  States  offer  Medicaid 
eligibility  to  adults  and  children  who 
spend-down  to  State-established 
medically  needy  income  limits.'**  Eight 
percent  of  Medicaid  beneficiaries 
qualify'  via  spend-down  yet  this  group 
accounts  for  a  disproportionately  high 
percentage  of  Medicaid  spending 
nationally  (14  percent),  due  to  the  fact 
that  coverage  kicks  in  when  individuals’ 
medical  costs  are  high.^®  Despite  the 
fact  that  medically  needy  populations 


^““Children’s  Health,  Why  Health  Insurance 
Matters.”  Kaiser  Commission  on  Medicaid  and  the 
Uninsured,  available  at:  http://mvw.kff.org/ 
uninsured/Ioader.cfm?urI=/commonspot/s'^curity/ 
getfUe.c.fmSrPagelD^  14132. 

““Howell,  Embrj'  and  Trenholm,  Christopher 
“Santa  Clara  County  Children's  Health  Initiative 
Improves  Children’s  Health.”  Mathematica  Policy 
Research  and  The  Urban  Institute  (2007),  available 
at:  http://\vww.mathematica-mpr.com/publications/ 
PDFs/CHIimproves.pdf. 

'•"Himnielstein,  D.,  Warren,  E.,  Thorne,  D.,  and 
Woolhandler,  S.  Illness  and  Injury  as  Contributors 
to  Bankruptcy,  Health  Affairs  W5-63,  February  2 
(2005);  Himmelstein.  D.,  Thorne,  D.,  Warren,  E., 
Woolhandler,  S.  Medical  Bankruptcy  in  the  United 
States,  2007:  The  Results  of  a  National  Study,  The 
American  Journal  of  Medicine  June  4  (2009). 

•”  http://wi\w.stat^eaIthfacts.org/ 
comparereport.jsp?rep=608-cat=:4. 

■•“Page  4:  http://\vww.kff.org/medicaid/ 
Ioader.cfm?url=/commonspot/security/ 
getfile.cfmSrPageID=  1 4325. 


become  eligible  on  account  of  onerous 
medical  bills,  this  group  is  especially 
vulnerable  to  losing  coverage  because 
States  are  not  required  to  cover  this 
group.  For  example,  in  2003,  when 
Oklahoma  eliminated  its  medically 
needy  program  due  to  a  budget  shortfall, 
an  estimated  800  children  lost 
coverage.'*®  Such  coverage  interruptions 
likely  contribute  to  higher  rates  of 
uncompensated  care — the  primary 
source  for  which  is  Federal  funding.^'* 
Reduced  reliance  on  these  programs 
under  these  interim  final  regulations 
will  benefit  State  and  Federal 
governments  and,  by  extension, 
taxpayers. 

In  addition,  these  interim  final 
regulations  may  reduce  instances  of  “job 
lock” — situations  in  which  workers  are 
unable  to  change  jobs  due  to  concerns 
regarding  health  insurance  coverage  for 
their  children.'*®  For  example,  under  the 
Affordable  Care  Act  and  these  interim 
final  regulations,  someone  currently 
insured  through  the  group  market  with 
less  than  18  months  of  continuous 
coverage  may  be  more  willing  to  leave 
her  job  and  become  a  self-employed 
entrepreneur  if  she  has  a  child  under 
age  19  with  a  preexisting  condition, 
because  her  child  now  will  be  able  to 
obtain  immediate  coverage  for  the 
preexisting  condition  in  the  individual 
market.  Similarly,  even  a  worker  with 
more  than  18  months  of  continuous 
coverage  who  is  already  protected  by 
HIPAA  may  be  more  likely  to  consider 
switching  firms  and  changing  policies 
because  he  would  not  have  to  worry  that 
his  child’s  preexisting  condition  would 
be  excluded  for  up  to  12  months.'*® 


••“Page  4:  http://vvww.nashp.org/sites/default/  . 
fiIes/shpmonitor_medicaIIyneedy.pdf. 

“‘‘Page  4:  http://www.kff.brg/uninsured/upIoad/ 
The-Cost-of-Care-for-the-Uninsured-\Vhat-Do-We- 
Spend-Who-Pays-and-What-WouId-FuII-Coverage- 
Add-to-MedicaI-Spending.pdf. 

•*“  A  CEA  report  suggests  that  the  overall  cost  of 
job-lock  could  be  S3. 7  billion  annually,  which  is 
about  10  percent  of  affected  workers  wages.  While 
these  interim  final  regulations  may  only  have  an 
impact  on  a  small  percentage  of  all  individuals 
affected  by  job-lock  it  could  still  have  a  large  dollar 
impact  for  tho.se  affected.  Council  of  Economic 
Advisors  Report,  The  Ecohomic  Case  for  Health 
Reform  (June  2009),  at  http:/ /www.whitehouse.gov/ 
assets/documents/CEA_HeaIth_Care_Report.pdf. 

A  2006  study  found  no  evidence  that  the 
introduction  of  HIPAA,  w'hich  reduced  preexisting 
condition  exclusions,  had  any  impact  on  job  lock, 
but  HIPAA  still  allows  a  12-month  preexisting 
condition  exclusion  meaning  that  for  conditions 
that  need  immediate  care  someone  could  still . 
effectively  be  uninsured  for  up  to  a  year.  In 
contrast,  the  provisions  of  the  statute  and  these 
interim  final  regulations  would  not  allow  any 
preexisting  condition  exclusion.  See  e.g.,  Paul 
Fronstin,  Health  Insurance  Portability  and  fob  Lock: 
Findings  from  the  1998  Health  Confidence  Survey, 
Emplovee  Benefit  Research  Institute  Notes,  Volume 
19,  Number  8,  pages  4-6  (Aug.  1998)  and  Anna 
Sanz-de-Galdeano,  Job-Lock  and  Public  Policy: 


While  the  total  reduction  in  job-lock 
niay  be  small,  the  impact  on  those 
families  with  children  with  preexisting 
conditions  may  be  significant.  The  effect 
of  these  interim  final  regulations  on  job- 
lock  is  discussed  further  in  the 
summary  section  below. 

Executive  Order  12866  explicitly 
requires  agencies  to  take  account  of 
“distributive  impacts”  and  “equity.” 
Requiring  health  insurers  to  provide 
coverage  to  children  with  preexisting 
conditions  will,  as  described  below, 
result  in  a  small  increase  in  premium 
for  relatively  healthy  adults  and 
children,  and  a  large  increase  in  health- 
and  financial  security  for  children  with 
preexisting  conditions  and  their  parents. 
This  transfer  is  a  meaningful  increase  in 
equity,  and  is  a  benefit  of  these  interim 
final  regulations. 

d.  Costs  and  Transfers 

Children  with  preexisting  conditions 
have  high  health  care  costs — 
approximately  three  times  the  average 
for  those  without  such  conditions."*^ 
Although  children  with  preexisting 
conditions  have  higher  health  care  costs 
than  healthier  children,  among  children 
with  preexisting  conditions,  those  who 
are  uninsured  have  expenditures  that 
are  somewhat  lower  than  the  average  for 
all  children  with  preexisting  conditions. 
Therefore,  it  is  expected  that  when 
uninsured  children  obtain  coverage, 
there  will  be  additional  demand  for  and 
utilization  of  services.  There  will  also  be 
a  transfer  from  out-of-pocket  spending 
to  spending  covered  by  insurance, 
which  will  partially  be  mitigated  by  a 
reduction  in  cost-shifting  of 
uncompensated  care  to  the  insured 
population  as  coverage  expands. 

As  shown  above  in  Table  2.2,  the 
Departments  estimate  that 
approximately  2,000  to  10,000  children 
whose  parents  have  ESI  or  an  offer  of 
ESI  will  be  newly  covered  in  the  group 
market.  Because  few  children  are  likely 
to  be  newly  covered  in  the  group 
market,  the  estimated  costs  and  transfers 
are  extremely  small,  on  the  order  of 
hundredths  of  a  percent. 

The  Departments  expect  that  these 
interim  final  regulations  will  have  a 
larger  effect  on  the  number  of  children 
covered  in  the  individual  market, 
resulting  in  new  coverage  for  between 
29,000  and  62,000  children.  Medical 
expenses  for  these  newly  covered 
children  are  likely  to  be  greater  than  for 
the  average  child  covered  by  individual 
insurance.  The  Departments’  analysis 


Clinton’s  Second  Mandate,  Industrial  and  Labor 
Relations  Review,  Volume  59,  Number  3,  pages 
430-37  (Apr.  2006). 

••^From  the  Departments’  analysis  of  MEPS  data. 


37202 


Federal  Register/ Vol.  75,  No.  123 /Monday,  June  28,  2010 /Rules  and  Regulations 


also  assumes  that  children  with 
preexisting  conditions  gaining 
insurance  under  these  interim  final 
regulations  will  have  greater  health 
needs  than  the  average  uninsured  child 
with  a  preexisting  condition.  This 
assumption  concerning  adverse 
selection  is  common  to  most  analyses  of 
purchasing  behavior  in  the  individual 
insurance  market. 

In  the  majority  of  States  that  do  not 
require  community  rating,  much  of  the 
additional  cost  of  care  for  newly- 
covered  children  with  preexisting 
condition  is  likely  to  be  borne  by  the 
parents  who  purchase  coverage  for  their 
children.  Based  on  discussions  with 
industry  experts,  it  appears  that  even  in 
the  absence  of  community  rating,  it  is 
rare  for  an  insurer  to  charge  more  than 
twice  the  standard  rate  for  someone  in 
poor  health.  The  Departments’  analysis 
assumes  that  in  non-community  rated 
States,  the  parents  of  newly  insured 
children  will  pay  a  premium  that  is 
equal  to  twice  the  standard  rate,  and  the 
remainder  of  the  additional  costs  will  be 
spread  to  other  policy  holders  in  the 
individual  market.'^®  Hovvrever,  with  the 
enactment  of  the  Affordable  cme  Act 
and  the  issuance  of  these  interim  final 
regulations,  rating  practices  in  the 
insurance  industry  could  certainly 
change,  lending  uncertainty  to  this 
estimate.  In  the  approximately  twenty 
States  that  require  adjusted  community 
rating  or  rating  bands  in  the  individual 
market,  the  Departments’  analysis 
assumes  that  all  of  the  additional  costs 
of  newly  covered  children  will  be 
spread  across  policies  in  the  individual 
market  that  are  not  grandfathered  health 
plans.'*®  Making  these  assumptions,  the 
estimated  increase  in  premiums  is  1 
percent  or  less  in  community  rated 
States,  and  approximately  one-half  of 
one  percent  in  States  without 
community  rating. 

Finally,  for  the  estimated  90,000 
children  with  existing  individual 
coverage  that  excludes  coverage  for  the 
preexisting  condition  or  requires  an 
exclusion  period  before  coverage  for 
that  condition  begins,  the  Departments 
assume  that  many  of  these  children  will 
receive  coverage  for  their  condition(s). 


■♦"The  Departments  assume  that  in  non¬ 
community  rated  States,  parents  purchasing 
individual  coverage  for  a  child  with  a  preexisting 
condition  will  be  charged  a  rate  equal  to  200 
percent  of  the  standard  rate  for  a  child,  because  it 
is  rare  for  insurers  to  charge  more  than  this  amount, 
but  it  seems  unlikely  they  will  charge  less.  To  the 
extent  that  the  estimated  expenditures  for  newly 
covered  children  are  above  the  premium  that  the 
Departments  assume  will  be  charged,  the  analysis 
assumes  that  the  difference  will  be  spread  over  all 
policies  in  the  individual  market. 

http://www.siatehealthfacts.kff .OTg/ 
coniparetable.jsp?incl=3546-cat=  7. 


Because  their  existing  individual 
policies  could  be  grandfathered,  the 
parents  of  these  children  may  need  to 
purchase  new  policies  in  order  to  gain 
coverage  for  their  children’s  condition 
without  a  waiver.  Children  in  a 
preexisting  condition  exclusion  period 
in  particular  will  need  to  terminate  their 
current  policy  and  purchase  a  new  one 
in  order  to  take  advantage  of  the 
elimination  of  any  preexisting  condition 
exclusion  period.  Of  note,  the 
Departments  estimate  that  turnover  in 
the  individual  market  is  between  40 
percent  and  70  percent  per  year.®® 
Therefore,  in  a  few  years,  most  children 
who  would  have  been  covered  with  a 
condition  waiver  in  the  absence  of  these 
interim  final  regulations  are  expected  to 
be  in  new  policies  that  are  not 
grandfathered  health  plans  in  any  case. 

The  Departments  analyzed 
expenditures  for  the  approximately 
90,000  children  who  reported  fair  or 
poor  health,  or  who  were  taking  three  or 
more  prescription  medications,  and  for 
whom  insurance  covered  only  a  small 
portion  of  spending  for  one  or  more 
medical  conditions.  Total  spending  for 
these  90,000  children  was  not  much 
different  than  spending  for  the  children 
who  did  not  appear  to  have  a 
preexisting  condition  waiver,  although 
less  of  the  spending  was  covered  by 
private  insurance,  and  more  of  it  was 
paid  for  out-of-pocket  or  by  other 
sources.®^ 

Similar  to  the  expectations  for  newly 
covered  children  in  the  individual 
market,  in  States  that  require  rating 
bands  or  some  form  of  community 
rating,  much  of  the  additional  cost  for 
eliminating^ondition  waivers  will  be 
spread  across  the  insured  population, 
while  in  States  without  rating 
restrictions,  much  of  the  additional 
costs  will  be  borne  by  the  parents  who 
purchase  the  coverage.  However,  the 
estimate  that  insured  benefits  per  child 
will  increase  by  a  relatively  modest 
amount  suggests  that  even  in  States  with 
community  rating,  the  cost  and  transfer 
effects  will  be  relatively  small,  at  most 
a  few  tenths  of  a  percent  over  the  next 
few  years. 


Adele  M.  Kirk.  The  Individual  Insurance 
Market:  A  Building  Block  for  Health  Care  Reform? 
Health  Care  Financing  Organization  Research 
Synthesis.  May  2008. 

The  Departments’  analysis  used  MBPS  data  to 
identify  approximately  90,000  children  with 
individual  coverage  for  whom  insurance  coverage 
for  one  or  more  conditions  was  extremely  low — 
averaging  10  percent  of  covered  expenditures, 
compared  to  approximately  80  percent  for  other 
children.  The  analysis  assumes  that  these  children 
were  subject  to  a  preexisting  condition  waiver,  and 
then  assumes  that  when  these  waivers  are 
eliminated,  the  expenditures  that  are  not  covered  by 
insurance  in  the  MBPS  data  will  now  be  shifted  to 
insurance. 


In  evaluating  the  impact  of  this 
provision,  it  is  important  to  remember 
that  the  full  net  effects  of  this  provision 
cannot  be  estimated  because  of  its 
interactions  with  other  provisions  in  the 
Affordable  Care  Act  that  go  into  effect 
at  the  same  time.  For  example,  under 
the  current  guaranteed  renewability 
protections  in  the  individual  market,  if 
a  child  with  a  preexisting  condition  is 
now  able  to  obtain  coverage  on  a 
parental  plan,  he  or  she  can  potentially 
stay  on  that  plan  until  age  26.  As 
another  example,  the  Affordable  Care 
Act  will  require  non-grandfathered 
health  plans  to  provide  recommended 
preventive  services  at  no  cost-sharing. 
This  will  amplify  the  benefits  of 
coverage  for  newly  insured  children 
with  preexisting  conditions.  Therefore, 
the  Departments  cannot  provide  a  more 
precise  estimation  of  either  the  benefits 
or  the  costs  and  transfers  of  this 
provision. 

3.  PHS  Act  Section  2711,  No  Lifetime  or 
Annual  Limits  (26  CFR  54.9815-271  IT, 
29  CFR  2590.715-2711,  45  CFR  147.126) 

a.  Summary 

As  discussed  earlier  in  this  preamble, 
section  2711  of  the  PHS  Act,  as  added 
by  the  Affordable  Care  Act,  and  these 
interim  final  regulations  generally 
prohibits  group  health  plans  and  health 
insurance  issuers  offering  group  or 
individual  health  insurance  coverage 
from  imposing  lifetime  or  annual  limits 
on  the  dollar  value  of  health  benefits. 

The  statute  also  provides  a  special  rule 
allowing  “restricted  annual  limits”  with 
respect  to  essential  health  benefits  (as 
defined  in  section  1302(b)  of  the 
Affordable  Care  Act)  for  plan  years  (in 
the  individual  market,  policy  years) 
beginning  before  January  1,  2014.  In 
addition,  the  statute  specifies  that  a  plan 
or  issuer  may  impose  annual  or  lifetime 
per-individual  limits  on  specific 
covered  benefits  that  are  not  essential 
health  benefits  to  the  extent  that  such 
limits  are  permitted  under  Federal  or 
State  law. 

For  purposes  of  establishing  a 
restricted  annual  limit  on  the  dollar 
value  of  essential  health  benefits,  the 
statute  provides  that  in  defining  the 
term  restricted  annual  limit,  the 
Departments  “ensure  that  access  to 
needed  services  is  made  available  with 
a  minimal  impact  on  premiums.”  ®^ 
Based  on  this  Congressional  directive, 
the  interim  final  regulations  allow 
annual  limits  on  the  dollar  value  of 
benefits  that  are  essential  health  benefits 
of  no  less  than  $750,000  for  plan  years 


52  PHS  Act  section  2711(a)(2)  as  added  by  Section 
1001(5)  of  the  Affordable  Care  Act  and  amended  by 
section  10101(a)  of  such  Act. 
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(in  the  individual  market,  policy  years) 
beginning  on  or  after  September  23, 

2010,  but  before  September  23,  2011; 
$1.25  million  for  plan  years  (in  the 
individual  market,  policy  years) 
beginning  on  or  after  September  23, 

2011,  but  before  September  23,  2012; 
and  $2  million  for  plan  years  (in  the 
individual  market,  policy  yeafs) 
beginning  on  or  after  September  23, 

2012,  but  before  January  1,  2014.  For 
plan  years  (in  the  individual  market, 
policy  years)  beginning  January  1,  2014, 
no  annual  limits  may  be.  placed  oil 
essential  health  benefits. 

The  statute  and  these  interim  final 
regulations  relating  to  the  prohibition 
on  lifetime  limits  generally  apply  to  all 
group  health  plans  and  health  insurance 
issuers  offering  group  or  individual 
health  insurance  coverage,  whether  or 
not  the  plan  qualifies  as  a  grandfathered 
health  plan,  for  plan  years  (in  the 
individual  market,  policy  years) 


beginning  on  or  after  September  23, 
2010.  The  statute  and  these  interim  final 
regulations  relating  to  the  prohibition 
on  annual  limits,  including  the  special 
rules  for  plan  years  beginning  before 
January  1,  2014,  generally  apply  to 
group  health  plans  and  group  health 
insurance  coverage  that  qualify  as  a 
grandfathered  health  plan,  but  do  not 
apply  to  grandfathered  health  plans  that 
are  individual  health  insurance 
coverage. 

b.  Estimated  Number  of  Affected 
Entities  . 

In  2009,  the  latest  data  available 
indicates  that  both  the  incidence  and 
amount  of  lifetime  limits  vary  by  market 
and  plan  type  [e.g.,  HMO,  PPO,  POS). 
Table  3.1  displays  the  prevalence  of 
lifetime  limits  for  large  employer,  small 
employer  and  individual  markets  by 
plan  type.  Sixty-three  percent  of  large 
employers  had  lifetime  limits;  52 


percent  of  small  employers  had  lifetime 
limits  and  89  percent  of  individual 
market  plans  had  lifetime  limits.  HMO 
plans  are  the  least  likely  to  have  a 
lifetime  limit  with  only  37  percent  of 
large  employer  HMO  plans  having  a 
limit,  16  percent  of  small  employer 
HMO  plans  having  a  limit  and  23 
percent  of  individual  HMO  plans  having 
a  limit.  The  generosity  of  the  limit  also 
varies,  with  45  percent  of  all  large 
employer  plans  imposing  a  lifetime 
limit  of  $2,000,000  or  more;  39  percent 
of  small  employers’  plans  imposing  a 
limit  of  $2,000,000  or  more  and  86 
percent  of  individual  market  plans 
imposing  a  limit  of  $2,000,000  or  more. 
Note  that  small  employers  are  more 
likely  than  large  employers  to  offer 
HMOs  that  tend  not  to  have  lifetime 
limits,  but  when  small  businesses  offer 
plans  with  lifetime  limits,  the  maximum 
limit  tends  to  be  lower  than  those  in 
large  firms.^^ 


’  Table  3.1— Prevalence  of  Lifetime  Limits 


Market 


Prevalence  of 
limit 

(percent) 


Number  of 
enrollees 


Large  group 


Under  $1,000,000  . 

$1,000,000-$2, 000,000 
$2,000,000  or  higher  ... 
No  Limit  ; . 


1 

1,000,000 

18 

18,700,000 

45 

46,600,000 

37 

38,300,000 

Small  group 


Under  $1,000,000  . 

$1,000.000-$2, 000,000 
$2,000,000  or  higher  ... 
No  Limit . 


1 

500,000 

12 

6,300,000 

39 

20,500,000 

48 

25,200,000 

Individual 


Under  $1,000,000  . 

$1,000,000-$2, 000,000 
$2,000,000  or  higher  ... 
No  Limit . 


2  200,000 

1  1  100,000 

86  I  8,400,000 

11  I _ 1,100,000 


Source:  Large  and  Small  Employer  Health  Plan  Enrollment:  and  Lifetime  Maximum  Exhibit  5.2  and  Exhibit  13.12,  respectively,  Employer 
Health  Benefits:  2009  Annual  Survey.  Washington,  DC:  Henry  J.  Kaiser  Family  Foundation  and  Health  Research  &  Educational  Trust  (September 
2009).  Individual  Health  Plan  Enrollment  and  Lifetime  Maximum:  Table  10  and  Table  17,  respectively,  AHIP  Center  for  Policy  Research  Individual 
Health  Insurance  2009:  A  Comprehensive  Survey  of  Premiums,  Availability,  and  Benefits. 


There  are  scant  data  on  annual  limits 
on  which  to  base  this  impact  analysis. 
Table  3.2  displays  the  prevalence  of 
annual  limits  by  market,  plan  type  and 
amount  of  the  limit.  Only  8  percent  of 


Employer  Health  Benefits:  2009  Annual  Survey. 
Washington,  DC:  Henry  J.  Kaiser  Family  Foundation 
and  Health  Research  &  Educational  Trust 
(September  2009). 

There  is  limited  survey  data  on  annual  total 
benefit  limits.  The  d^ta  utilized  in  these  analyses 
are  derived  from  data  collected  by  Mercer’s  Health 
and  Benefits  Research  Unit  for  their  2005,  2008  and 
2009  National  Survey  of  Employer-Sponsored 
Health  Plans.  For  employer  plans,  the  Mercer  data 


large  employers,  14  percent  of  small 
employers  and  19  percent  of  individual 
market  policies  impose  an  annual  limit 
and  thus  would  be  directly  impacted  by 
these  interim  final  regulations. 5“*  In  the 


provides  prevalence  information  for  PPOs  and 
HMOs,  and  median  annual  limit  levels  for  PPOs, 
split  by  small  and  large  employer  plans.  In  order 
to  generate  a  plausible  baseline  of  annual  benefit 
maximums,  broken  by  level  of  maximum,  the 
reported  percentages  of  employer  plans  that  had 
annual  maximums  were  spread  into  four  intervals 
broken  at  $500k,  $1  million,  and  $2  million.  For 
PPOs  and  HMOs,  the  data  were  spread  using  the 
dispersion  observed  in  lifetime  benefit  maximums 


first  year  of  implementation  (beginning 
September  23,  2010),  it  is  estimated  that 
less  than  0.08  percent  (less  than  one 
tenth  of  one  percent)  of  large  employer 
plans,  approximately  2.6  percent  of 


(using  data  from  the  KFF/HRET  employer  surveys), 
and  the  distribution  was  constrained  to  be 
consistent  with  the  Mercer  reported  median  values 
for  annual  maximums.  For  annual  benefit  limits  in 
individual  coverage  the  relationship  observed 
■between  AHIP’s  reported  lifetime  benefit  maximum 
levels  and  the  KFF/HRET  employer  lifetime  benefit 
maximums  was  used  to  generate  corresponding 
distributions  from  the  synthesized  employer  annual 
limits. 
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small  employer  plans,  and  2.3  percent 
of  individual  plans  would  have  to  raise 
their  annual  limit  to  $750,000.^®  This 
first-year  increase  in  annual  limits  ‘ 
would  potentially  affect  an  estimated 
1,670,000  persons  across  the  three 
markets.  The  second  year  of  the  phase- 
in,  beginning  September  23,  2011, 
would  affect  additional  plans  and 
policies,  requiring  a  cumulative  0.7 
percent  of  large  employer  plans.  3.9 
percent  of  small  employer  plans,  and 


5.3  percent  of  individual  policies  to 
increase  their  annual  limit  to 
$1,250,000.  The  second-year  increase  in 
annual  limits  would  affect  an  estimated 
3,278,250  persons  across  the  three 
markets.  The  third  and  final  year  of  the 
phase-in  period  (beginning  on 
September  23,  2012)  would  affect 
additional  plans  and  policies  requiring 
a  cumulative  2.4  percent  of  large 
employer  plans,  8.1  percent  of  small 
employer  plans  and  14.3  percent  of 


individual  policies  to  increase  their 
annual  limit  to  $2  million.  The  third- 
year  increase  in  annual  limits  would 
affect  an  estimated  8,104,500  persons 
across  the  three  markets.  Note  that  the 
estimated  number  of  plans  and  people 
affected  are  upper-bound  estimates 
since  they  do  not  take  into  account 
grandfathered  health  plans  and  plans 
that  receive  a  waiver  from  the  annual 
limits  policy. 


Table  3.2— Percent  of  Plans  Employing  Annual  Limits  in  Each  Market 


Annual  limit 
(percent) 

- 1 

Large  employer 
(percent) 

Small  employer 
(percent) 

Individual 

(percent) 

Under  $250,000  . 

* 

0.4 

0.4 

$250,000-499,999  . . . 

* 

1.3 

1.2 

$500,000-999,999  . 

*  1 

1.7 

1.6 

$1,000,000-1,999,999  . . . 

2.3 

5.5 

12.0 

$2,000,000  plus  . 

5.8 

5.5 

3.8 

Total  . 

8.2 

1  .  14.4 

19.0 

*  Less  than  0.1%. 

Source:  The  data  are  derived  from  data  collected  by  Mercer's  Health  and  Benefits  Research  Unit  for  their  2005,  2008  and  2009  National  Sur¬ 
vey  of  Employer-Sponsored  Health  Plans.  For  employer  plans,  the  Mercer  data  provides  prevalence  information  for  PPOs  and  HMOs,  and  me¬ 
dian  annual  limit  levels  for  PPOs,  split  by  small  and  large  employer  plans.  In  order  to  generate  a  plausible  baseline  of  annual  benefit  maximums, 
broken  by  level  of  maximum,  the  reported  percentages  of  employer  plans  that  had  annual  maximums  were  spread  into  four  intervals  broken  at 
$500k,  $1  million,  and  $2  million.  For  PPOs  and  HMOs,  the  data  were  spread  using  the  dispersion  observed  in  lifetime  benefit  maximums  (using 
data  from  the  KFF/HRET  employer  surveys),  and  the  distribution  was  constrained  to  be  consistent  with  the  Mercer  reported  median  values  for 
annual  maximums.  For  annual  benefit  limits  in  individual  coverage  the  relationship  observed  between  AHIP's  reported  litetime  benefit  maximum 
levels  and  the  KFF/HRET  employer  lifetime  benefit  niaximums  was  used  to  generate  corresponding  distributions  from  the  synthesized  employer 
annual  limits. 


Table  3.3— Number  of  Persons  Subjected  to  Annual  Limits  in  Each  Market 


Annual  limit  | 

Large  employer 

Small  employer  | 

Individual 

Total 

Under  $250,000  . 

15,000 

225,000 

38,000 

278,000 

$250,000-499,999  . .'. . 

■  45,000 

675,000 

115,000 

835,000 

$500,000-999,999  . . 

.  60,000 

900,000 

153,000 

1,113,000 

$1,000,000-1,999,999  . 

2,389,000 

2,869,000 

1,177,000 

6,435,000 

$2,000,000  plus  . 

6,041,000 

•  2,869,000 

377,000 

9,287,000 

Total  . 

8,550,000 

7,538,000 

1,860,000 

17,948,000 

Source:  The  data  are  derived  from  data  collected  by  Mercer's  Health  and  Benefits  Research  Unit  for  their  2005,  2008  and  2009  National  Sur¬ 
vey  of  Employer-Sponsored  Health  Plans.  For  employer  plans,  the  Mercer  data  provides  prevalence  information  for  PPOs  and  HMOs,  and  me¬ 
dian  annual  limit  levels  for  PPOs,  split  by  small  and  large  employer  plans.  In  order  to  generate  a  plausible  baseline  of  annual  benefit  maximums. 
broken  by  level  of  maximum,  the  reported  percentages  of  employer  plans  that  had  annual  maximums  were  spread  into  four  intervals  broken  at 
$500k,  $1  million,  and  $2  million.  For  PPOs  and  HMOs,  the  data  were  spread  using  the  dispersion  observed  in  lifetime  benefit  maximums  (using 
data  from  the  KFF/HRET  employer  surveys),  and  the  distribution  was  constrained  to  be  consistent  with  the  Mercer  reported  median  values  for 
annual  maximums.  For  annual  benefit  limits  in  individual  coverage  the  relationship  observed  between  AHIP's  reported  lifetime  benefit  maximum 
levels  and  the  KFF/HRET  employer  lifetime  benefit  maximums  was  used  to  generate  corresponding  distributions  from  the  synthesized  employer 
annual  limits. 


Fear  and  anxiety  about  reaching 
annual  or  lifetime  limits  on  coverage  is 
a  major  concern  among  Americans  who 
have  health  insurance.  At  the  same 
time,  the  data  suggest  that  relatively  few 
individuals  actually  reach  their  policies’ 
annual  and  lifetime  limits.  Thus,  while 
such  limits  are  relatively  common  in 
health  insurance,  the  numbers  of  people 
expected  to  exceed  either  an  annual  or 
lifetime  limit  is  quite  low.  The  estimates 

These  figures  and  the  ones  that  follow  in  this 
paragraph  are  estimated  horn  Tables  2.2  and  2.3  by 
assuming  a  uniform  distribution  within  each  cell. 


provided  in  Table  3.4  provide  a  high 
and  low  range  of  the  number  of  people 
who  would  hit  such  limits.  Such  a  range 
is  necessary  because  of  the  tremendous 
uncertainty  around  high-cost 
individuals.  First,  data  are  sparse,  given 
that  high-cost  individuals  lie  at  the  tail 
of  statistical  cost  distributions.  The 
Departments  attempted  to  extrapolate 
characteristics  of  the  high-cost 
population  who  would  be  affected  by 


^  To  estimate  the  conditional  premium  impact  of 
moving  a  given  plan  with  a  given  annual  benefit 
maximum  to  a  higher  benefit  maximum,  the 
percentage  change  in  estimated  benefit  rates 


these  interim  final  regulations  using 
several  data  sources.  Second,  data  on 
per-capita  cost  is  available  on  a  year-by¬ 
year  basis,  and  not  on  a  lifetime  basis. 
Assumptions  were  necessary  to  convert 
annual  costs  into  lifetime  costs, 
including  considerations  of  how  current 
spending  could  be  related  to  future 
spending.^® 


(percent  of  medical  spending  that  the  plan  pays  for 
as  benefits)  based  on  simulated  benefit  payments 
for  such  coverage  was  used.  The  underlying 
assumed  medical  spending  prohle  was  drawn  from 
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Considering  these  caveats,  Table  3.4 
illustrates  that  raising  the  restriction  of 
annual  limits  to  $2  million  by  2013 
would  extend  additional  coverage  to 


2,700  to  3,500  people  per  year.^^  The 
elimination  of  lifetime  limits  would, 
extend -coverage  to  an  estimated  18,650 
to  20,400  people  who  would  be 


expected  to  exceed  a  lifetime  limit 
during  a  calendar  year. 


Table  3.4— Percent  and  Number  of  Persons  Expected  To  Exceed  a  Lifetime  or  Annual  Limit 


I  Projected  to  ever  exceed  limit 
I  Percentage  I  Number 

- ^ - - - 1 — - 

Current  Lifetime  Limit;  •  I  ! 


Under  $1 ,000,000  . 

$1,000,000  to  $1,999,999 
$2,000,000  pli>s  . :... 

Current  Annual  Limit: 

Under  $250,000  . 

$250,000  to  $499,999  . 

$500,000  to  $999,000  . 

$1 ,000,000  to  $1 .999,999 
$2,000,000  or  more  . 


0.03-0.06  1 

550-1,050 

0.02  1 

4,500-5,000 

0.02  1 

13,600-14,350 

1 

0.19-0.23  ! 

550-650 

0.08-0.10  j 

650-850 

0.03-0.06  1 

350-700 

0.02 

1,150-1,300 

0.01-0.02  i 

750-1,750 

Source:  Estimates  of  the  expected  percentage  of  the  insured  population  who  would  exceed  a  limit  are  based  on  an  analysis  of  the  MEPS-HC 
expenditure  data  supplemental  with  adjusted  insurer  claims  from  the  Society  of  Actuaries  large  claims  database;  http://www.soa.org/files/pdf/ 
Large_Claims_Report.pdf  Numbers  of  people  rounded  to  the  nearest  50. 


c.  Benefits 

Annual  and  lifetime  limits  exi.st  in  the 
individual,  small  group  and  large  group 
health  insurance  markets.  These  limits 
function  as  caps  on  how  much  ah 
insurance  company  will  spend  on 
medical  care  for  a  given  insured 
individual  over  the  course  of  a  year,  or  . 
the  individual’s  lifetime.  Once  a  person 
reaches  this  limit  or  cap,  the  person  is 
essentially  uninsured:  He  or  she  must 
pay  the  remaining  cost  of  medical  care 
out-of-pocket.  These  limits  particularly 
affect  people  with  high-cost 
conditions, which  are  typically  very 
serious.  For  example,  one  recent  survey 
found  that  10  percent  of  cancer  patients 
reached  the  limit  of  what  insurance 
would  pay  for  treatment. The  same 
survey  also  found  that  25  percent  of 
cancer  patients  or  their  family  members 
used  up  all  or  most  of  their  savings,  13 
percent  were  contacted  by  a  collection 
agency,  and  11  percent  said  they  were 
unable  to  pay  for  basic  necessities  like 
food  and  housing  as  a  result  of  the 
financial  cost  of  dealing  with  cancer.  By 
prohibiting  lifetime  limits  and 
restricting  annual  limits,  these  interim 
final  regulations  will  help  families  and 
individuals  experiencing  financial 
burdens  due  to  exceeding  the  benefit 
limits  of  their  insurance  policy.  By 
ensuring  and  continuing  coverage,  these 


MEPS-HC  person  level  spending  data,  calibrated  to 
National  Health  Account  levels,  with  the  shape  of 
the  distribution  modified  based  on  high-cost  claims 
data  from  the  Society  of  Actuaries.  The  conditional 
premium  increases  were  then  applied  to  the 
fractions  of  plans  in  each  of  the  three  market 
segments  by  level  of  gmrrent  annual  limits  to 
calculate  the  aggregate  increase  in  premiums  for  the 
possible  option. 

Numbers  in  this  paragraph  calculated  from 
Table  2.4  may  differ  due  to  rounding. 


interim  final  regulations  also  reduce 
uncompensated  care,  which  would 
otherwise  increase  premiums  of  the 
insured  population  through  cost- 
shifting,  as  discussed  in  more  detail  in 
section  IV.B.6  later  in  this  preamble. 

These  interim  final  regulations  will 
also  improve  access  to  care.  Reaching  a 
limit  could  interrupt  or  cause  the 
termination  of  needed  treatment, 
leading  to  worsening  of  medical 
conditions.  Moreover,  those  with 
medical  debt  are  more  likely  to  skip  a 
needed  test  or  treatment,  and  less  likely 
to  fill  a  prescription  or  visit  a  doctor  or 
clinic  for  a  medical  issue.®°  The  removal 
and  restriction  of  benefit  limits  helps 
•ensure  continuity  of  care  and  the 
elimination  of  the  extra  costs  that  arise 
when  an  untreated  or-undertreated 
condition  leads  to  the  heed  for  even 
more  costly  treatment,  that  could  have 
been  prevented  if  no  loss  of  coverage 
had  occurred.  Lack  of  insurance 
coverage  leads  to  additional  mortality 
and  lost  workplace  productivity,  effects 
that  would  be  amplified  for  a  sicker 
population  such  as  those  who  would 
reach  a  benefit  limit!®'  By  ensuring 
continuation  of  coverage,  these  interim 
final  regulations  benefit  the  health  and 
the  economic  well-being  of  participants, 
beneficiaries,  and  enrollees. 


An  April  2008  study  by  Milliman  “2008  L’.S. 
Organ  and  Tissue  transplant  cost  estimates”,  found 
that  the  average  one  year  billed  charges  related  to 
a  heart  transplant  averaged  $787,000  while  a  liver 
transplant  averaged  $523,400.  The  lifetime  costs  for 
the  treatment  chronic  disease  such  as  of  HIV 
infection  have  been  well  documented  with  one 
estimate  of  $618,000  [Med  Care  2006;44:  990-997). 

See  “National  Survey  of  Households  .effected 
by  Cancer.”  (2006)  accessed  at  http://www.kff.org/ 
kaiserpolIs/upIoad/7591  .pdf 


These  interim  final  regulations  also 
benefit  those  without  an  alternative 
source  of  health  coverage  in  the  group 
health  insurance  market.  Under  HIPAA 
rules,  when  an  individual  exceeds  a 
limit  and  loses  coverage,  that  individual 
has  a  special  enrollment  right.  If  his  or 
her  plan  offered  multiple  benefit 
packages  or  a  spouse  has  access  to  ESI, 
the  individual  could  enroll  in  the 
coverage,  although  it  might  lead  to  a 
change  in  providers  and  less  generous 
coverage.  Those  without  an  alternative 
option  would  lose  coverage,  and  the 
history  of  high  medical  claims  and 
presence  of  preexisting  conditions  could 
make  health  insurance  in  the  individual 
market  impossible.  Under  these  interim 
final  regulations,  people  will  no  longer 
be  treated  differently  depending  on 
whether  they  have  an  alternative  source 
of  coverage. 

Executive  Order  12866  explicitly 
requires  agencies  to  take  account  of 
“distributive  impacts”  and  “equity,”  and 
these  considerations  help  to  motivate 
the  relevant  statutory  provisions  and 
these  interim  final  regulations. 
Prohibiting  lifetime  limits  and 
restricting  annual  limits  assures  that 
insurance  will  perform  the  function  for 
which  it  was  designed — namely, 
protecting  health  and  financial  well 
being  for  those  most  in  need  of  care. 


“’Seifert,  Robert  W.,  and  Mark  Rukavina. 
“Bankruptcy  Is  The  Tip  Of  A  Medical-Debt  Iceberg.” 
Health  Affairs  Web  Exclusive  (2006). 

®’  See  Institute  of  Medicine. (2003).  Hidden  Costs, 
Value  Lost:  Uninsurance  in  America.  Washington. 
DC:  National  Academy  Press;  and  Institute  of 
Medicine  (2002)  Care  Without  Coverage:  Too  Little. 
Too  Late.  Washington.  DC:  National  Academy 
Press. 
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This  represents  a  meaningful 
improvement  in  equity,  which  is  a 
benefit  associated  with  these  interim 
final  regulations. 

d.  Costs  and  Transfers 

Extending  health  insurance  coverage 
for  individuals  who  would  otherwise  hit 
a  lifetime  or  annual  limit  will  increase 
the  demand  for  and  utilization  of  health 
care  services,  thereby  generating 
additional  costs  to  the  system.  The  three 
year  phase-in  of  the  elimination  of 
annual  limits  and  the  immediate 
elimination  of  lifetime  limits  will 
increase  the  actuarial  value  of  the 
insurance  coverage  for  affected  plans 
and  policies  if  no  other  changes  are 
made  to  the  plan  or  policy.  Issuers  and 
plans  in  the  group  market  may  choose 
to  make  changes  to  the  plan  or  policy 
to  maintain  the  pre-regulation  actuarial 
value  of  the  plan  or  policy,  such  as 
changing  their  provider  networks  or 
copayments  in  some  manner.  To  the 
extent  that  higher  premiums  (or  other 
plan  or  policy  changes)  are  passed  on  to 
all  employees,  there  will  be  an  explicit 
transfer  from  workers  who  would  not 
incur  high  medical  costs  to  those  who 
do  incur  high  medical  costs.  If,  instead, 
the  employers  do  not  pass  on  the  higher 
costs  of  insurance  coverage  to  their 
workers,  this  could  result  in  lower 
profits  or  higher  prices  for  the 
employer’s  goods  or  services.  Given  the 
relatively  small  proportion  of  people 
who  exceed  the  benefit  limits  in  the 
current  group  markets,  the  Departments 
anticipate  such  transfers  to  be  minimal 
when  spread  across  the  insured 
population  (at  a  premium  increase  of 
one-half  of  a  percent  or  less  for  lifetime 
limits  and  one-tenth  of  a  percent  or  less 
for  annual  limits),  compared  with  the 
substantial  benefit  rendered  to 
individual  high-cost  enrollees. 

However,  as  this  discussion 
demonstrates,  there  is  substantial 
uncertainty  in  data  and  in  the  choices 
plans  will  decide  to  make  in  response 
to  these  interim  final  regulations, 
preventing  more  precise  estimations  of 
effects. 

In  the  individual  market,  where 
policies  are  individually  underwritten 
with  no  rating  bands  in  the  majority  of 
States,  the  Departments  expect  the 
added  premium  cost  or  other  benefit 
changes  to  be  largely  borne  by  the 
individual  policyholder.  As  discussed 
in  the  impact  analysis  for  Section  2704, 
if  costs  exceed  200  percent  of  the 
standard  rate,  some  of  the  additional 
costs  could  be  spread  across  the 
insurance  market.  In  the  20  States  with 
modified  community  rating,  issuers 
could  spread  the  increased  costs  across 
the  entire  individual  market,  leading  to 


a  transfer  from  those  who  would  not 
incur  high  medical  costs  to  those  who 
do  incur  such  posts.  However,  as  with 
the  group  market,  such  a  transfer  is 
expected  to  be  modest,  given  the  small 
numbers  of  people  who  would  exceed 
their  benefit  limit.  The  Departments 
estimate  that  the  transfer  would  be 
three-quarters  of  a  percent  or  less  for 
lifetime  limits  and  one-tenth  of  a 
percent  or  less  for  annual  limits,  under 
a  situation  of  pure  community  rating 
where  all  the  costs  get  spread  across  the 
insured  population.  This  impact  does 
not  apply  to  grandfathered  individual 
market  plans.  Also,  given  the  wide 
variation  in  State  insurance  markets,  a 
more  precise  estimation  is  not  possible, 
and  the  premium  impact  would  be  even 
less  in  the  majority  of  States  that  allow 
underwriting  in  the  individual 
insurance  market. 

It  is  worth  noting  that  the  transfers 
discussed  above  will  be  significantly 
mitigated  by  the  associated  expansion  of 
coverage  that  these  interim  final 
regulations  create.  The  Departments 
expect,  as  a  result  of  the  gradual 
elimination  of  annual  limits  and  the 
immediate  elimination  of  lifetime 
limits,  fewer  people  will  be  left  without 
protection  against  high  medical  costs. 
This  will  lead  fewer  individuals  to 
spend  down  resources  and  enroll  in 
Medicaid  or  receive  other  State  and 
locally  funded  medical  support.  It  can 
be  anticipated  that  such  an  effect  will  be 
amplified  due  to  the  high-cost  nature  of 
people  who  exceed  benefit  limits.  As  a 
result,  there  will  be  a  reduction  in 
Medicaid,  State  and  local  funded  health 
care  coverage  programs,  as  well  as 
uncompensated  care,  all  of  which 
would  otherwise  raise  taxes  and/or 
premiums  for  the  larger  population. 
Unfortunately,  data  around  these  high- 
cost  individuals  is  limited,  preventing 
the  Departments  from  quantifying  these 
benefits  at  the  present  time. 

Additional  uncertainty  prevents  more 
precise  estimation  of  the  benefits  and 
impacts  of  this  provision.  As  discussed 
in  the  impact  analysis  for  Section  2704, 
there  are  interactive  effects  of  the 
various  provisions  in  these  interim  final 
regulations  which  cannot  be  estimated. 
For  example,  prohibiting  rescissions 
and  lifetime  limits  could  mean  that 
someone  who  would  have  had  a  policy 
rescinded  now  maintains  coverage,  and 
also  maintains  coverage  beyond  a 
previous  lifetime  limit.  Moreover,  it  is 
important  to  note  that  the  estimates 
presented  here,  by  necessity,  utilize 
“average”  experiences  and  “average” 
plans.  Different  plans  have  different 
characteristics  of  enrollees,  for  example 
in  terms  of  age  or  health  status,  meaning 
that  provisions  such  as  eliminating 


lifetime  or  restricting  annual  limits 
could  affect  them  differently.  This  also 
means  that  average  impacts  of  the 
various  provisions  in  these  interim  final 
regulations  or  others  cannot  simply  be 
added  to  obtain  a  total  impact,  since  a 
plan  may  be  affected  by  one  provision 
but  not  another.  Moreover,  plans  and 
issuers  will  consider  these  impacts 
when  making  decisions  about  whether 
or  not  to  make  other  changes  to  their 
coverage  that  could  affect  their 
grandfather  status — a  consideration  that 
is  pertinent  in  the  case  of  restricted 
annual  limits,  which  do  not  apply  to  the 
grandfathered  individual  market.  This 
further  compounds  any  precise 
calculation  of  benefits  and  costs. 

e.  Enrollment  Opportunity 

These  interim  final  regulations 

provide  an  enrollment  (or,  in  the  case  of 
the  individual  market,  reinstatement) 
opportunity  for  individuals  who 
reached  their  lifetime  limits  in.  a  group 
health  plan  or  health  insurance  coverage 
and  remain  otherwise  eligible  for  the 
coverage.  In  the  individual  market,  the 
reinstatement  opportunity  does  not 
apply  to  individuals  who  reached  their 
lifetime  limits  in  individual  health 
insurance  coverage  if  the  contract  is  not 
renewed  or  otherwise  is  no  longer  in 
effect.  It  would  apply,  however,  to  a 
family  member  who  reached  the  lifetime 
lipiit  in  an  individual  health  insurance 
family  policy  while  other  family 
members  remain  in  coverage.  Such 
enrollment  opportunity  would  generate 
a  total  hour  burden  of  3,800  hours  and 
a  cost  burden  of  $21,000,  as  detailed  in 
the  Paperwork  Reduction  Act  section. 

f.  Alternatives 

PHS  Act  section  2711(a)(2)  requires 
the  Departments  to  “ensure  that  access 
to  needed  services  is  made  available 
with  a  minimal  impact  on  premiums.” 
Accordingly,  the  Departments 
undertook  an  analysis  of  diff^erent 
restricted  annual  limit  thresholds  to 
study  the  issue,  taking  into 
consideration  several  factors:  (1)  The 
current  use  of  annual  limits  in  the  group 
and  individual  market;  (2)  the  average 
premium  impact  of  imposing  different 
annual  limits  on  the  individual,  small 
groups  and  large  group  markets;  (3)  the 
number  of  individuals  who  will 
continue  to  have  annual  medical 
expenses  that  exceed  an  annual  limit; 
and  (4)  the  possibility  that  a  plan  or 
issuer  would  switch  to  an  annual  limit 
when  lifetime  limits  are  prohibited.  In 
order  to  mitigate  the  potential  for 
premium  increases  for  all  plans  and 
policies,  while  at  the  same  time 
ensuring  access  to  essential  health 
benefits,  the  Departments  decided  to 
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adopt  a  three-year  phased  approach  for 
restricted  annual  limits. 

As  discussed  above,  it  is  important  to 
note  that  it  is  difficult  to  predict  exactly 
how  plans  and  issuers  will  respond 
under  the  new  regulations.  Annual  or 
lifetime  limits  on  benefits  help  control 
risk  and  costs,  and  the  elimination  of  a 
lifetime  limit  or  a  possible  increase  in 
an  annual  limit  may  lead  plans  and 
issuers  to  alter  benefit  design  (such  as 
increasing  cost-sharing),  and/or  raise 
premiums.  The  Departments  cannot 
determine  which  option  or  combination 
of  options  plans  and  issuers  will  choose. 
Therefore,  it  is  very  difficult  to  measure 
the  impact  on  premiums  due  to  the 
elimination  of  lifetime  limits  and  a 
maximum  annual  limit.  This 
uncertainty  is  compounded  by  the  data 
uncertainties  discussed  earlier  in 
section  IV.B.2.b  of  this  preamble. 

Given  the  above  data  limitations,  the  - 
Departments  modeled  the  impact  on 
premiums  of  increasing  the  annual  ^ 
limits  for  plans  that  currently  have 
annual  limits,  assuming  that  the  only 
reaction  to  a  required  increase  in  annual 
limits  would  be  an  increase  in  . 
premiums.  Because  some  plans  may 
choose  to  avoid  or  offset  the  potential 
premium  increase  by  increasing  cost 
sharing,  tightening  the  network  of 
providers,  adopting  cost  savings  tools, 
or  making  other  plan  changes,  the 
modeled  premium  impacts  represent  the 
high-end  of  the  possible  increases  in 
premiums. 

The  Departments  modeled  a  range  of 
options  and  ways  to  implement  a 
restricted  annual  limit.  Two  of  the 


options  considered  were  setting  the 
annual' restricted  l^imit  on  essential 
benefits  at  $1  million  or  at  $2  miMion. 
The  higher  the  limit  is  set,  the  fewer  the 
.people  that  would  exceed  the  limit  and 
experience  a  gap  in  insurance  coverage. 
However,  plans  with  current  low  limits 
could  see  increases  in  costs  and 
potentially  premiums  because  the 
proportion  of  claims  covered  by  the 
plans  would  increasp.  One  final  issue  to 
consider  is  that  for  plan  years  (in  the 
individual  market,  policy  years) 
beginning  after  January  1,  2014,  all 
group  plans  anti  non-grandfathered 
individual  policies  will  be  required  to 
remove  annual  limits.  A  low  annual 
limit  until  2014  would  offer  less 
protection  to  those  with  medical 
expenses  exceeding  the  limit,  and  could 
result  in  an  increase  in  premiums  in 
2014  (although  a  variety  of  other 
changes  that  will  be  implemented  in 
2014  could  be  expected  to  result  in 
lower  premium  increases  in  most 
States).  Therefore,  a  stepped  approach 
allowing  the  restricted  annual  limit  to 
be  phased  in  over  time  seemed  to  be  the 
fairest  approach  and  most  likely  to 
result  in  a  minimal  impact  on 
premiums,  so  it  was  selected. 

Table  3.5  demonstrates  premium 
impacts  at  different  annual  limit 
thresholds,  and  Table  3.4  above 
demonstrates  the  numbers  of  people 
expected  to  exceed  different  annual 
limit  thresholds.  The  Departments  chose 
to  set  the  restricted  annual  limit 
relatively  low  in  the  first  year,  and  to 
then  increase  the  limit  up  to  $2  million 
over  the  three-year  period.  This  phased 


approach  was  intended  to  ease  any 
increases  in  premiums  in  any  one  year, 
particularly  for  plans  with  low  initial 
annual  limits,"  and  to  help  group  plans 
and  non-grandfathered  individual 
policies  transition  to  no  annual  limits 
starting  in  2014.  With  this  approach,  a 
threshold  of  $750,000  was  associated 
with  a  5.1  percent  premium  impact  for 
plans  with  very  low  annual  limits  of 
$250,000,  but  it  is  anticipated  that  these 
plans  comprise  only  less  than  one-half 
of  one  percent  of  the  market.  On  the 
other  hand,  raising  the  restricted  annual 
limits  to  $2,000,000  under  these  interim 
final  regulations  could  be  expected  to 
help  an  estimated  2,700  to  3,500 
people  who  would  no  longer  exceed 
their  annual  limit,  ensuring  financial 
protection  to  those  who  have  high 
medical  claims. 

It  is  important  to  note  that  these 
interim  final  regulations  also  provide 
that  the  Secretary  of  HHS  may  establish 
a  waiver  program  under  which  issuers 
or  plans  may  assert  that  adhering  to  the 
restricted  annual  limit  provisions  of 
these  interim  final  regulations  would 
result  in  a  significant  decrease  in  access 
to  benefits  or  a  significant  premium 
increase.  The  Departments  provided  for 
this  waiver  in  order  to  prevent  the  loss 
of  coverage  for  enrollees  in  low-benefit 
plans  (for  example,  “mini-med”  plans) 
that  have  low  annual  limits.  While  the 
impact  of  this  policy  is  not  quantified, 
it,  too,  is  intended  to  mitigate  any 
unintended  consequences  given  the 
paucity  of  data  on  the  incidence  and 
prevalence  of  annual  limits  in  the 
markets  today.®^ 


Table  3.5— Estimated  Premium  Impacts  for  a  Plan  Moving  to  a  New  Annual  Limit 


Current  limit 


People  subject  to 
current  limit 


SSOOk 

% 


$250k  . 

$500k  . 

$750k  . 

$1  million  .. 

$1.5  million 


278,000  .. 
835,000  .. 
1,113,000 
6,435,000 


9,287,000 


$750k 

% 


3.7 


5.1 

1.4 


New  limit 


$1  million 
% 

$1.5  million 
% 

$2  million 
% 

6.1 

6.2-6.4 

63  6.2-6.6 

2.3 

2.4~2.6 

2.4-28 

1.0 

1.0-1 .2 

1.0-1 .5 

0.1-0.3 

0.1-0.5 

0.04-0.2 

Source:  Premium  estimates  are  calculated  based  MEPS-HC  supplemented  with  the  Society  of  Actuaries  Large  Claim  Database — To  estimate 
the  conditional  premium  impact  of  moving  a  given  plan  with  a  given  annual  benefit  maximum  to  a  higher  benefit  maximum,  the  percentage 
change  in  estimated  benefit  rates  (percent  of  medical  spending  that  the  plan  pays  for  as  benefits)  based  on  simulated  benefit  payments  for  such 
coverages  was  used.  The  underlying  assumed  medical  spending  profile  was  drawn  from  MEP^HC  person  level  spending  data,  calibrated  to 
National  Health  Account  levels,  with  the  shape  of  the  distribution  modified  based  on  high-cost  claims  data  from  the  Society  of  Actuaries.  The 
conditional  premium  increases  were  then  applied  to  the  fractions  of  plans  in  each  of  the  three  market  segments  by  level  of  current  annual  limits 
to  calculate  the  aggregate  increase  in  premiums  for  the  possible  option.  For  the  low  impact  estimates,  the  distnbutions  were  then  adjusted  only 
for  the  expected  marginal  loading  impact  of  using  commercial  reinsurance  for  many  of  the  smaller  carriers.  For  the  high  impact  estimates,  the 
distributions  were  also  adjusted  to  reflect  possible  underestimation  of  the  tails  of  the  expenditure  distribution  once  coverage  of  unlimited' benefit 
levels  was  required.  The  adjustments  were  set  at  levels  that  generated  aggregate  impacts  that  were  conservative  relative  to  estimates  from 
PricewaterhouseCoopers'  March  2009  study  of  lifetime  limits  for  the  National  Hemophilia  Foundation. 


I 


Numbers  calculated  from  Table  3.4  may  differ  jf  g  second  decimal  place  were  included,  the 

due  to  rounding.  lower  end  of  the  range  in  this  column  would  be 


greater  than  the  lower  end  of  the  range  in  the  $1.5 
million  column. 
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4.  PHS  Act  Section  2712,  Rescissions 
(26  CFR  54.981 5-271 2T,  29  CFR 
2590.715-2712.  45  CFR  147.128) 

a.  Summary 

As  discussed  earlier  in  this  preamble, 
PHS  Act  Section  2712  provides  rules 
regarding  rescissions  for  group  health 
plans  and  health  insurance  issuers  that 
offer  group  or  individual  health 
insurance  coverage.  A  plan  or  issuer 
must  not  rescind  coverage  under  the 
plan,  policy,  certificate,  or  contract  of 
insurance  from  the  individual  covered 
under  the  plan  or  coverage  unless  the 
individual  (or  a  person  seeking  coverage 
on  behalf  of  the  individual)  performs  an 
act.  practice,  or  omission  that 
constitutes  fraud,  or  unless  the 
individual  makes  an  intentional 
misrepresentation  of  material  fact,  as 
prohibited  by  the  terms  of  the  plan  or 
coverage.  These  interim  final 
regulations  provide  that  a  group  health 
plan,  or  a  health  insurance  issuer 
offering  group  health  insurance 
coverage,  must  provide  at  least  30 
calendar  days  advance  notice  to  an 
individual  before  coverage  may  be 
rescinded.®"*  The  notice  must  be 
provided  regardless  of  whether  the 
rescission  is  of  group  or  individual 
coverage:  or  whether,  in  the  case  of 
group  coverage,  the  coverage  is  insured 
or  self-insured,  or  the  rescission  applies 
to  an  entire  group  or  only  to  an 
individual  within  the  group. 

PHS  Act  Section  2712  and  these 
interim  final  regulations  create  a 
statutory  Federal  standard  and 
enforcement  power  in  the  group  and 
individual  markets  where  it  did  not 
exist.  Prior  to  this  provision  taking 
effect,  varying  court-made  Federal 
common  law  existed  for  ERISA  plans. 
State  rules  pertaining  to  rescission  have 
been  found  to  be  preempted  by  ERISA 
by  five  circuit  courts  (5th,  6th,  7th,  9th 
and  11th  as  of  2008).  Each  styled  a 
remedy  looking  to  State  law,  the 
majority  of  Federal  courts  or  the 
Restatement  of  Contracts.  According  to 
a  House  Energy  and  Commerce 
Committee  staff  memorandum,®®  rather 
than  reviewing  medical  histories  when 
applications  are  submitted,  some 
insurers  engage  in  “po^-claims 
underwriting.”  Under  this  practice,  if 
the  policyholders  become  aick  and  file 
expensive  claims,  the  insurance 


Even  though  prior  notice  must  be  provided  in 
the  case  of  a  rescission,  applicable  law  may  permit 
the  rescission  to  void  coverage  retroactively. 

Terminations  of  Individual  Health  Insurance 
Policies  by  Insurance  Companies,  Hearing  before 
the  House  Comm.  On  Energy  and  Commerce, 
Subcommittee  On  Oversight  and  Investigations, 
June  16,  2009  (supplemental  memorandum),  at; 
http://energycommerce.house.gov/Press_l  11/ 
200906 1 6/rescission_suppIementaI.pdf. 


companies  initiate  investigations  to 
scrutinize  the  details  of  the 
policylfolder’s  application  materials  and 
medical  records,  and  if  discrepancies, 
omissions,  or  misrepresentations  are 
found,  the  insurer  rescinds  the  policies, 
returns  the  premiums,  and  refuses 
payment  for  medical  services.  The 
Committee  found  some  questionable 
practices  in  this  area  including 
insurance  companies  rescinding 
coverage  even  when  discrepancies  are 
unintentional  or  caused  by  others,  for 
conditions  that  are  unknown  to 
policyholders,  and  for  discrepancies 
unrelated  to  the  medical  conditions  for 
which  patients  sought  medical  care. 
According  to  the  Committee,  the  current 
regulatory  framework  governing  the 
individual  insurance  market  in  this  area 
is  a  haphazard  collection  of  inconsistent 
State  and  Federal  laws.  Protections  for 
consumers  and  enforcement  actions  by 
regulators  vary  depending  on  where 
individuals  live.  Because  of  these 
varying  standards,  many  patients  lack 
adequate  protections  against  rescission, 
prompting  the  need  for  and  benefits 
from  this  rule. 

When  a  coverage  rescission  occurs,  an 
individual’s  health  insurance  coverage 
is  retroactively  cancelled,  which  means 
that  the  insurance  company  is  no  longer 
responsible  for  medical  care  claims  that 
they  had  previously  accepted  and  paid. 
Rescissions  can  result  in  significant 
financial  hardship  for  affected 
individuals,  because,  in  most  cases,  the 
individuals  have  accumulated 
significant  medical  expenses. 

b.  Estimated  Number  of  Affected 
Entities 

The  Departments  assume  that  these 
interim  final  regulations  will  have  their 
largest  impact  on  the  individual 
insurance  market,  because  group  health 
coverage  rarely  is  rescinded.®®  By 
creating  a  new  Federal  standard 
governing  when  policies  can  be 
rescinded,  the  Departments  expect  these 
interim  final  regulations  to  potentially 
affect  the  approximately  17  million  non- 
elderly  individual  health  insurance 
policy  holders  and  their  dependents  in 
the  individual  health  insurance 
market.®^  In  addition,  approximately 
490  health  insurance  issuers  offering 
coverage  in  the  individual  health 
insurance  market  who  currently  could 
rescind  health  insurance  coverage  are 
expected  to  be  affected.®®  That  said,  the 


®®This  statement  is  based  on  the  Departments’ 
conversations  with  industry  experts. 

2009  Current  Population  Survey. 

Estimates  are  from  2007  NAIC  financial 
statements  data  and  the  California  Department  of 
Managed  Healthcare  [http://wpso.dmhc.ca.gov/ 
hpsearch/viewall.aspx). 


actual  incidence  of  individuals  who  are 
subject  to  rescissions  each  year  is  likely 
to  be  small.  The  NAIC  Regulatory 
P’ramework  Task  Force  collected  data  on 
52  companies  covering  the  period  2004- 
2008,  and  found  that  rescissions 
averaged  1.46  per  thousand  policies  in 
force.®®  This  estimate  implies  there  are 
approximately  10.700  rescissions  per 
year. 

c.  Benefits 

There  are  many  benefits  that  flow 
from  these  interim  final  regulations, 
which  the  Departments  believe  justify 
the  costs.  As  noted.  Executive  Order 
12866  requires  consideration  of 
“distributive  impacts”  and  “equity.”  To 
the  extent  that  rescissions  are  arbitrary 
and  revoke  the  insurance  that  enrollees 
paid  for  and  expected  to  cover  the  cost 
of  expensive  illnesses  and  conditions, 
preventing  rescissions  would  prevent 
inequity  and  greatly  increase  health  and 
economic  well-being.  Consumers  would 
have  greater  confidence  that  purchasing 
insurance  would  be  worthwhile,  and 
policies  would  represent  better  value  for 
money.  As  discussed  further  in  section 
IV.B.6.b  of  this  preamble,  it  is  also  well- 
documented  that  lack  of  insurance  leads 
to  lost  workplace  productivity  and 
additional  mortality  and  morbidity. 
Thus,  these  rules  would  contribute  to 
reducing  the  burden  from  lost . 
productivity  that  arises  from  people 
being  uncovered.  Tl\ese  effects  wcfuld  be 
especially  large  relative  to  the  number 
of  individuals  affected  given  that  the 
affected  population  tends  to  be  much 
sicker  on  average. 

Specifically,  this  provision  also  could 
protect  against  interruptions  or 
terminations  in  care  resulting  from 
rescissions.  As  a  result  of  the  statute  and 
these  interim  final  regulations,  people 
with  high-cost  illnesses  at  risk  of 
rescission  would  have  continued  access 
to  care  throughout  their  illness,  possibly 
avoiding  more  expensive  and 
debilitating  complications  down  the 
road.  Gaps  in  health  insurance,  even  if 
brief,  can  have  significant  health  and 
financial  consequences.^®  A  survey  from 
the  Commonwealth  Fund  found  that 
about  three  of  five  adults  with  any  time 
uninsured  said  they  had  not  received 
needed  health  care  in  the  past  year 
because  of  costs — more  than  two  times 
the  rate  of  adults  who  were  insured  all 
year.  Further,  44  percent  of  respondents 
who  had  experienced  any  coverage 
break  during  the  prior  year  said  they 
had  failed  to  go  to  a  doctor  or  clinic 


®’JNAIC  Rescission  Data  Call,  December  17,  2009, 
p.l. 

^°This  point  is  discussed  further  in  the  section 
iV.B.6.b.  later  in  this  preamble. 
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when  they  had  a  medical  problem 
because  of  costs,  compared  with  15 
percent  of  adults  who  did  not 
experience  such  breaks. 

These  interim  final  regulations  will 
also  have  substantial  financial  benefits 
for  individuals  who  otherwise  would 
have  had  their  policies  rescinded.  While 
there  has  been  minimal  documentation 
of  financial  losses  associated  with 
rescissions,  reports  suggest  severe 
financial  hardships  may  result.  In  one 
case,  a  woman  faced  more  than 
$129,000  in  medical  bills  and  was 
forced  to  stop  chemotherapy  for  several 
months  after  being  dropped  by  an 
insurer.^  The  maintenance  of  coverage 
through  illness  not  only  prevents 
financial  hardship  for  the  particular 
enrollee,  but  can  also  translate  into  « 
lower  premiums  for  the  broader  insured 
population  by  reducing  cost-shifting 
from  the  costs  of  uncompensated  care. 

d.  Costs  and  Transfers 

The  prohibition  of  rescissions  except 
in  cases  of  fraud  or  intentional 
misrepresentation  of  material  fact  could 
lead  insurers  to  spend  more  resources 
checking  applications  before  issuing 
policies  than  they  did  before  the 
Affordable  Care  Act,  which  would 
increase  administrative  costs.  However, 
these  costs  could  be  partially  offset  by 
decreased  costs  associated  with  reduced 
post-claims  underwriting  under  the 
interim  final  rule.  Due  to  lack  of  data  on 
the  administrative  costs  of  underwriting 
and  post-claims  underwriting,  as  well  as 
lack  of  data  on  the  full  prevalence  of 
rescissions,  it  is  difficult  for  the 
Departments  to  quantify  these  costs.  The 
new  requirement  for  an  advance  notice 
prior  to  rescission  of  a  policy  imposes 
an  hour  burden  of  350  hours  and  a  cost 
burden  of  $29,000.  These  costs  are 
discussed  in  more  detail  in  the 
Paperwork  Reduction  Act  section  later 
in  this  preamble. 

To  the  extent  that  continuing  coverage 
for  these  generally  high-cost 
populations  leads  to  additional  damand 
for  and  utilization  of  health  care 
services,  there  will  be  additional  costs 
generated  in  the  health  care  system. 
However,  given  the  relatively  low  rate  of 
rescissions  (approximately  0.15  percent 
of  individual  policies  in  force)  and  the 
relatively  sick  nature  of  people  who 
have  policies  rescinded  (who  would 


^‘Collins  et  al.  “Gaps  in  Health  Insurance:  An  All 
.American  Problem”  Commonwealth  Fund  (2000), 
available  at:  http://www.commonweaIthfund.org/ 
usr_doc/ColIins_gapshltins_920.pdf 

Girion,  Lisa  “H€!.»lth  Net  Ordered  to  Pay  S9 
million  after  Canceling  Cancer  Patient's  Policy,”  Los 
.■\ngeles  Times  (2008),  available  at:  http://www. 
Iatimes.com/business/la-fi-insure23feb 
23.1.5039339.story. 


have  difficulty  going  without  treatment), 
the  Departments  estimate  that  these 
additional  costs  would  be  small. 

Under  this  provision  of  these  interim 
final  regulations,  a  transfer  likely  will 
occur  within  the  individual  health 
insurance  market  from  policyholders 
whose  policies  would  not  have  been 
rescinded  before  the  Affordable  Care 
Act  to  some  of  those  whose  policies  . 
would  have  been  rescinded  before  the 
Affordable  Care  Act,  depending  on  the 
market*and  the  rules  which  apply  to  it. 
This  transfer  could  result  from  higher 
overall  premiums  insurers  will  charge  to 
recoup  their  increased  costs  to  cover  the 
health  care  costs  of  very  sick 
individuals  whose  policies  previously 
could  be  rescinded  (the  precise  change 
in  premiums  depends  on  the 
competitive  conditions  in  specific 
insurance  markets).  However, 
rescissions  are  extremely  rare  in  group 
markets  where  such  costs  would  be 
most  likely  to  be  transferred  through 
premium  increases.  As  described 
earlier,  they  are  alsojrare  in  the 
individual  market,  affecting  0.15 
percent  of  policies.  In  this  market,  the 
potential  costs  would  likely  be  born  by 
the  individuals  themselves  unless  they 
live  in  a  State  with  regulations  limiting 
rate  increases  based  on  health,  as 
discussed  further  below. 

While  the  Departments  are  unable  to 
estimate  the  impact  of  prohibiting 
rescissions  except  in  cases  of  fraud  or 
intentional  misrepresentation  with 
certainty,-  they  expect  it  to  be  small. 

Even  the  high  rates  of  rescission 
acknowledged  by  some  smaller  insurers 
would  still  be  expected  to  translate  into 
only  a  small  average  impact  across  the 
individual  health  insurance  market. 

And  since  this  small  impact  across  the 
market  would  be  primarily  attributable 
to  insurers  paying  benefits  to  persons 
with  substantial  medical  expenditures, 
the  transfer  would  be  useful. 

The  Departments  assume  for  their 
analysis  that  the  individuals  covered  by 
the  rescinded  policies  are  much  sicker 
than  average.  Specifically,  these 
individuals  are  assumed  to  have  total 
spending  in  the  top  10  percent  of 
spending,  which  represents  about  70 
percent  of  total  spending  for  the 
population  as  a  whole,  as  estimated 
from  the  2007  MEPS-HC  person  level 
medical  expenditure  distributions.  If  the 
overall  NAIC  rescission  rate  of  0.15 
percent  comes  from  this  subset 
randomly,  then  they  would  account  for 
one  percent  of  claims.  Depending  on  tiie 
percentage  of  rescissions  that  no  longer 
occur  as  a  result  of  these  interim  final 
regulations,  and  other  changes  to  the 
insurance  market  as  detailed  below, 
these  claims  would  now  have  to  be 


covered, 'representing  a  transfer  of  costs 
from  the  affected  entities  to  the  larger 
insured  population. 

Substantial  uncertainty  exists  around 
the  estimated  transfer  discussed  above. 
First,  since  post-claims  underwriting  is 
limited  by  these  interim  final 
regulations,  plans  may  expand  their  pre¬ 
claims  underwriting  practices, 
potentially  leading  to  increased  denials, 
preexisting  condition  riders,  dr  rate- 
ups. This  in  turn  would  decrease  the 
number  of  rescissions,  but  without 
expanding  coverage  or  increasing  claims 
paid.  Second,  there  is  uncertainty 
concerning  what  proportion  of  the 
rescissions  would  be  considered  to 
result  from  fraud  or  intentional 
misrepresentation  of  material  fact,  and 
also  uncertainty  regarding  the 
interaction  of  this  provision  with  other 
provisions,  such  as  the  elimination  of 
lifetime  limits  discussed  in  the  impact 
analysis  for  PHS  Act  section  2711,  or 
the  prohibition  of  preexisting  condition 
exclusions  for  children — since  new 
children  will  now  be  able  to  enroll  in 
policies  which  also  cannot  be  rescinded. 
As  a  result  of  this  uncertainty,  the 
Departments  are  unable  to  precisely 
estimate  an  overall  or  average  premium 
impact  from  this  provision,  but  given 
the  relatively  low  prevalence  of 
rescissions  in  the  current  market,  the 
impact  is  estimated  to  be  at  most  a  few 
tenths  of  a  percent. 

5.  PHS  Act  Section  2719A,  Patient 
Protections  (26  CFR  54.9815-2719AT, 

29  CFR  2590.715-2719A,  45  CFR 
147.138) 

As  discussed  earlier  in  this  preamble. 
Section  2 71 9 A  of  the  PHS  Act  and  these 
interim  final  regulations  impose,  with 
respect  to  a  group  health  plan,  or  group 
or  individual  health  insurance  coverage, 
a  set  of  three  requirements  relating  to 
the  choice  of  a  health  care  professional 
and  requirements  relating  to  benefits  for 
emergency  services.  The  three 
requirements  relating  to  the  choice  of 
health  care  professional  apply  only  with 
respect  to  a  plan  or  health  insurance 
coverage  with  a  network  of  providers. 
Thus,  a  plan  or  issuer  that  has  not 
negotiated  with  any  provider  for  the 
delivery  of  health  care  but  merely 
reimburses  individuals  covered  under 
the  plan  for  their  receipt  of  health  care 
is  not  subject  to  the  requirements 
relating  to  the- choice  of  a  health  care’ 
professional.  However,  all  plans  or 
health  insurance  coverage  are  subject  to 
requirements  relating  to  benefits  for 


These  interim  final  regulations  eliminate 
preexisting  condition  riders  for  children,  but  such 
riders  will  continue  to  be  allowed  for  adults  until 
Januan,-  1.  2014. 
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emergency  services.  The  cost,  benefits, 
and  transfers  associated  with  each  of 
these  requirements  are  discussed 
separately  below. 

PHS  Act  section  2719A  and  these 
interim  final  regulations  are  generally 
effective  for  plan  years  (or,  in  the  case 
of  the  ihdividual  market,  policy  years) 
beginning  on  or  after  September  23, 

2010. 

a.  Choice  of  Health  Care  Professional 
i.  Designation  of  Primary  Care  Provider 

Summary.  The  statute  and  these 
interim  final  regulations  provide  that  if 
a  group  health  plan,  or  a  health 
insurance  issuer  offering  group  or 
individual  health  insurance  coverage, 
requires  or  provides  for  designation  by 
a  participant,  beneficiary,  or  enrollee  of 
a  participating  primary  care  provider, 
then  the  plan  or  issuer  must  permit  each 
participant,  beneficiary,  and  enrollee  to 
designate  any  participating  primary  care 
provider  who  is  available  to  accept  the 
participant,  beneficiary,  or  enrollee. 

Estimated  Number  of  Affected 
Entities.  Choice  or  assignment  to  a 
primary  care  provider  is  typically 
required  by  health  maintenance 
organizations  (HMOs)  and  Point  of 
Service  plans  (POS).  Recent  data  suggest 
that  there  are  577  HMOs  in  the  United 
States,^'*  accounting  for  more  than  32.3 
million  enrollees,^®  of  whom  about  40 
percent  have  their  primary  care  provider 
serve  as  a  gatekeeper.^®  Similar  data 
does  not  exist  for  POS  plans,  although 
as  a  reference,  about  10  percent  of 
workers  with  ESI  are  enrolled  in  POS 
plans.^^ 

PHS  Act  section  2719A  and  these 
interim  final  regulations  only  apply  to 
non-grandfathered  health  plans. 
However,  due  to  the  lack  of  data  on 
HMO  and  POS  enrollees  by  type  of 
market,  and  the  inability  to  predict  new 
plans  that  may  enter  those  markets,  the 
Departments  are  unable  to  predict  the 
number  enrollees  and  plans  that  would 
be  affected  by  these  provisions. 
Moreover,  there  are  no  data  on  the 


Kaiser  Family  Foundation,  “Number  of  HMOs, 
July  2008,”  available  at  http:/ /www.statehealthfacts. 
kff.org/comparetable.isp?ind=3476-cat=7S-sub=85e- 
yT=71Srtyp=16-sort=a  Note  that  the  number  of  HMOs 
also  includes  Medicaid  and  Medicare  only  HMOs 
that  are  not  covered  by  these  interim  final 
regulations. 

Departments’  estimates  are  based  on  the  2009 
CPS  and  the  2008  Medical  Expenditure  Panel 
Survey. 

See  Fang,  Hai,  et  al.,  “Has  the  use  of  physician 
gatekeepers  declined  among  HMOs?  Evidence  from 
the  United  States.”  International  Journal  of  Health 
Care  Finance  and  Economics  9:183-19  5  (2009). 

’’’’  See  Kaiser  Employer  Health  Benefits  Annual 
Survey,  2009,  Exhibit  5.2  (“Distribution  of  Health 
Plan  Enrollment  for  Covered  Workers,  by  Firm  Size, 
Region,  and  Industry.  2009”),  available  at  http:// 
ehbs.kff.org/pdf/2009/7936.pdf. 


number  of  plans  that  auto-assign 
patients  to  primary  care  physicians  and 
do  not  already  allow  patients  to  make 
the  final  provider  choice,  as  this  would 
be  the  population  to  benefit  maximally 
firom  the  interim  final  rule.  From 
conversations  with  industry  experts  the 
Departments  expect,  however,  that  this 
number  would  be  very  small,  and 
therefore  the  benefits  and  costs  of  this 
provision  would  be  small  as  well,  as 
discussed  further  below. 

Benefits.  Provider  choice  allows 
patients  to  take  into  account  factors  they 
may  Value  when  choosing  their 
provider,  such  as  provider  credentials, 
office  hours  and  location,  advice  from 
professionals,  and  information  on  the 
experience  of  other  patients. Freedom 
of  choice  is  an  important  value, 
particularly  in  this  domain,  even  if  it 
cannot  easily  be  turned  into  monetary 
equivalents.  Provider  choice  is  a  strong 
predictor  of  patient  trust  in  their 
provider,  which  could  lead  to  decreased 
likelihood  of  malpractice  claims.^®  As 
well,  studies  show  that  better  patient- 
provider  trust  results  in  improved 
medication  adherence.®®  Research 
literature  suggests  that  better  patient- 
provider  relationships  also  increase 
health  promotion  and  therapeutic 
effects.®^  Moreover,  one  study  found 
that  adults  who  identified  having  a 
primary  care  provider,  rather  than  a 
specialist,  as  their  regular  source  of  care 
had  33  percent  lower  annual  adjusted 
health  care  expenditures  and  lower 
adjusted  mortality.®^ 

Studies  have  also  found  that  patients 
who  have  long-term  relationships  with 
their  health  care  providers  tend  to 
experience  better  quality  health  care. 
Adults  that  have  a  usual  provider  and 
place  are  more  likely  to  receive 


See  Fanjiang,  Gary,  et  al.,  “Providing  Patients 
Web-based  Data  to  Inform  Physician  Choice:  If  You 
Build  It,  Will  They  Come?.”  Journal  of  General 
Internal  Medicine  22.10  (2007). 

^®Balkrishnan,  Rajesh,  and  Chu-Weininger.  Ming 
Ying  L.,  “Consumer  Satisfaction  with  Primary  Care 
Provider  Choice  and  Associated  Trust.”  BMC  Health 
Services  Besearch  22.10  (2007). 

®“Piette,  John,  et  al.,  “The  Role  of  Patient- 
Physician  Trust  in  Moderating  Medication 
Nonadherence  Due  to  Cost  Pressures.”  Archives  of 
Internal  Medicine  165,  August  (2005)  and  Roberts, 
Kathleen ).,  “Physician-Patient  Relationships, 
Patient  Satisfaction,  and  Antiretroviral  Medication 
Adherence  Among  HIV-Infected  Adults  Attending  a 
Public  Health  Clinic.”  AIDS  Patient  Care  and  STDs 
16.1  (2002). 

*’  Ibid.  See  also  DiMatteo,  Robin  M.,  et  al., 
“Physicians’  Characteristics  Influence  Patients’ 
Adherence  to  Medical  Treatment:  Results  From  the 
Medical  Outtomes  Study.”  Health  Psychology  12.2 
(1993),  and  Bazemore,  Andrew,  and  Phillips, 
Robert,  “Primary  Care  and  Why  it  Matters  for  U.S. 
Health  Reform.”  Health  Affairs  29.5  (2010). 

“^Franks,  P.,  and  K.  Fiscella,  “Primary  Care 
Physicians  and  Specialists  as  Personal  Physicians. 
Health  Care  Expenditures  and  Mortality 
Experience.”  Journal  of  Family  Practice  47  (1998); 


preventive  care  and  screening  services 
than  those  who  do  not.  For  example, 
adults  were  2.8  times  more  likely  to 
receive  a  flu  shot  and  women  between 
the  ages  of  20-64  were  3.9  times  more 
likely  to  receive  a  clinical  breast  exam 
if  they  had  a  usual  provider  and  place 
of  service.®® 

Regular  contact  with  primary  care 
providers  also  can  decrease  emergency 
department  visits  and  hospitalizations. 
One  study  found  that  adolescents  with 
the  same  regular  source  of  care  were 
more  likely  to  receive  preventive  care 
and  less  likely  to  seek  care  in  an 
emergency  room.®’*  Another  study  found 
that  patients  without  a  relationship  with 
a  regular  physician  were  60  percent 
more  likely  to  go  to  the  emergency 
department  with  a  non-urgent 
condition.®®  Patients  that  have  a  usual 
source  of  care  tend  to  also  have  fewer 
hospital  admissions.®® 

Costs  and  Transfers.  Although 
difficult  to  estimate  given  the  data 
limitations  described  above,  the  costs 
for  this  provision  are  likely  to  be 
minimal.  As  previously  noted,  when 
enrollees  like  their  providers,  they  are 
more  likely  to  maintain  appointments 
and  comply  with  treatment,  both  of 
which  could  induce  demand  for 
services,  but  these  services  could  then 
in  turn  reduce  costs  associated  with 
treating  more  advanced  conditions. 
However,  the  number  of  affected  entities 
from  this  provision  is  very  small, 
leading  to  small  additional  costs. 

There  will  likely  be  negligible 
transfers  due  to  this  provision  given  no 
changes  in  coverage  or  cost-sharing. 

ii.  Designation  of  Pediatrician  as 
Primary  Care  Provider 

Summary.  If  a  plan  or  issuer  requires 
or  provides  for  the  designation  of  a 
participating  primary  care  provider  for  a 
child  by  a  participant,  beneficiary,  or 
enrollee,  the  plan  or  issuer  must  permit 
the  designation  of  a  physician 
(allopathic  or  osteopathic)  w’ho 
specializes  in  pediatrics  as  the  child’s 
primary  care  provider  if  the  provider 
participates  in  the  network  of  the  plan 
or  issuer  and  is  available  to  accept  the 
child.  The  general  terms  of  the  plan  or 
health  insurance  coverage  regarding 
pediatric  care  otherwise  are  unaffected.  . 


Blewett,  Lynn,  et  al.,  “When  a  Usual  Source  of 
Care  and  Usual  Provider  Matter:  Adult  Prevention 
and  Screening  Services.”  Journal  of  General  Internal 
Medicine  23.9  (2008). 

Macinko,  James,  et  al.,  “Contribution  of 
Primary  Care  to  Health  Systems  and  Health.” 
Milbank  Quarterly  83.3  (2005).  « 

Burstin,  “Nonurgent  Emergency  Department 
V'isits:  The  Effect  of  Having  a  Regular  Doctor.” 

®®  Bazemore,  “Primary  Care  and  Why  it  Matters 
for  U.S.  Health  Reform.” 
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including  any  exclusions  with  respect  to 
coverage  of  pediatric  care. 

Estimated  Number  of  Affected 
Entities.  Due  to  lack  of  data  on 
enrollment  in  managed  care 
organizations  by  age,  as  well  as  lack  of 
data  on  HMO  and  POS  enrollees  by  type 
of  market,  and  the  inability  to  predict 
new  plans  that  may  enter  those  markets, 
the  Departments  arelinable  to  predict 
the  number  enrollees  and  plans  that 
would  be  affected  by  these  provisions. 

As  a  reference,  there  are  an  estimated 
11.8  million  individuals  under  age  19 
with  ESI  who  are  in  an  HMO  plaii.®^ 

Benefits.  By  expanding  participating 
primary  care  provider  options  for 
children  to  include  physicians  who 
specialize  in  pediatrics,  this  provision 
could  benefit  individuals  who  are 
making  decisions  about  care  for  their 
children.  As  discussed  in  the  previous 
section,  research  indicates  that  when 
doctors  and  patients  have  a  strong, 
trusting  relationship,  patients  often  have 
improved  medication  adherence,  health 
promotion,  and  other  beneficial  health 
outcomes.  Considering  this  research, 
this  provision  could  lead  to  better, 
sustained  patient-provider  relationships 
and  health  outcomes. 

In  addition,  allowing  enrollees  to 
select  a  physician  specializing  in 
pediatrics  as  their  children’s  primary 
care  provider  could  remove  any  referral- 
related  delays  for  individuals  in  plans 
that  require  referrals  to  pediatricians 
and  do  not  allow  physicians 
specializing  in  pediatrics  to  serve,  as 
primary  care  providers.®®  The  American 
Academy  of  Pediatrics  (AAP)  strongly 
supports  the  idea  that  the  choice  of 
primary  care  clinicians  for  children 
should  include  pediatricians.®® 
«Relatedly,  at  least  two  States  have  laws 
providing  children  immediate  access  to 
pediatricians.®® 

Regular  pediatric  care,  including  care 
by  physicians  specializing  in  pediatrics, 
can  improve  child  health  outcomes  and 
avert  preventable  health  care  costs.  For 
example,  one  study  of  Medicaid 


U.S.  Department  of  Labor/EBSA  calculations 
using  the  March  2009  Current  Population  Survey 
Annual  Social  and  Economic  Supplement  and  the 
2008  Medical  Expenditure  Panel  Survey. 

There  is  ijo  data  available  to  estimate  the 
number  of  plans  that  fall  into  this  category. 

See  AAP  Policy,  “Guiding  Principles  for 
Managed  Care  Arrangements  for  the  Health  Care  of 
■Newborns,  Infants,  Children,  Adolescents,  and 
Young  Adults,”  available  at  http:// 
aappolicy.aappubIications.org/cgi/reprint/ 
pediatrics;105/l/132.pdf. 

**For  example,  Atichigan  and  North  Carolina 
mandate  direct  access  to  pediatricians  as  a  part  of 
patients’  rights  reqjiirements.  See  Kaiser  Family 
Foundation,  “Patients’  Rights:  Direct  Access  to 
Providers,  2008,”  available  at  http:// 
www.statehealthfacts.kff.org/ 
coinparetable.jsp?ind=364S-cat=7. 


enrolled  children  found  that  when 
children  were  up  tg  date  for  age  on  their 
schedule  of  well-child  visits,  they  were 
less  likely  to  have  an  avoidable 
hospitalization  at  a  later  time.®^ 

Likewise,  if  providers  are  able  to 
proactively  identify  and  monitor  obesity 
in  child  patients,  they  may  reduce  the 
incidence  of  adult  health  conditions 
that  can  be  expensive  to  treat;  various 
studies  have  documented  links  between 
childhood  obesity  and  diabetes, 
hypertension,  and  adult  obesity. ®2  One 
recent  study  modeled  that  a  one- 
percentage-point  reduction  in  obesity 
among  twelve-year-olds  would  save 
$260.4  million  in  total  medical 
expenditures.®® 

Giving  enrollees  in  covered  plans 
(that  require  the  designation  of  a 
primary  care  provider)  the  ability  to 
select  a  participating  physician  who 
specializes  in  pediatrics  as  the  child’s 
primary  care  provider  benefits 
individuals  who  would  not  otherwise 
have  been  given  these  choices.  Again, 
the  extent  of  these  benefits  will  depend 
on  the  number  of  enrollees  with 
children  that  are  covered  by  plans  that 
do  not  allow  the  selection  of  a 
pediatrician  as  the  primary  care 
provider,  which  industry  experts 
suggest  would  be  small. 

Costs  and  Transfers.  Although 
difficult  to  estimate  given  the  data 
limitations  described  above,  the  costs 
for  this  provision  are  likely  to  be  small. 
Giving  enrollees  a  greater  choice  of 
primary- care  providers  by  allowing 
them  to  select  participating  physicians 
who  specialize  in  pediatrics  as  their 
child’s  primary  care  provider  could  lead 
to  health  care  costs  by  increasing  the 
take-up  of  primary  care  services, 
assuming  they  would  not  have  utilized 
appropriate  services -as  frequently  if 
they  had  not  been  given  this  choice. 

Any  transfers  associated  with  these 
interim  final  regulations  are  expected  to 
be  minimal.  To  the  extent  that 
pediatricians  acting  as  primary  care 
providers  would  receive  higher  payment 
rates  for  services  provided  than  would 
other  primary  care  physicians,  there 
may  be  some  transfer  of  wealth  from 
policy  holders  of  non  grandfathered 
group  plans  to  those  enrollees  that 
choose  the  former  providers.  However, 
the  Departments  do  not  believe  that  this 


Bye,  “Effectiveness  of  Compliance  with 
Pediatric  Preventative  Care  Guidelines  Among 
Medicaid  Beneficiaries.” 

92  “Working  Group  Report  on  Future  Research 
Directions  in  Childhood  Obesity  Prevention  and 
Treatment.”  National  Heart  Lung  and  Blood 
Institute,  National  Institute  of  Health,  U.S. 
Department  of  Health  and  Human  Services  (2007), 
available  at  http://www.nhlbi.nih.gov/meetings/ 
workshops/child-obesity/index.htm. 

93  Ibid. 


is  likely’given  the  similarity  in  income 
f6r  primary  care  providers  that  care  for 
children.®** 

iii.  Patient  Access  to  Obstetrical  and 
Gynecological  Care 

Summary.  The  statute  and  these 
interim  final  regulations  also  provide 
rules  for  a  group  health  plan,  or  a  health 
insurance  issuer  offering  group  or 
individual  health  insurance  coverage, 
that  provides  coverage  for  obstetrical  or 
gynecological  care  and  requires  the 
designation  of  an  in-network  primary 
care  provider.  Specifically,  the  plan  or 
issuer  may  not  require  authorization  or 
referral  by  the  plan,  issuer,  or  any 
person  (including  a  primary  care 
provider)  for  a  female  participant, 
beneficiary,  or  enrollee  who  seeks 
obstetrical  or  gynecological  care 
provided  by  an  in-network  health  care 
professional  who  specializes  in 
obstetrics  or  gynecology.  These  plans 
and  issuers  must  also  treat  the  provision 
of  obstetrical  and  gynecological  care, 
and  the  ordering  of  related  obstetrical 
and  gynecological  items  and  services,  by 
the  professional  who  specializes  in 
obstetrics  or  gynecology  as  tHe 
authorization  of  the  primary  care 
provider.  For  this  purpose,  a  health  care 
professional  specializing  in  obstetrics  or 
gynecology  is  any  individual  who  is 
authorized  under  applicable  State  law  to 
provide  obstetrical  or  gynecological 
care,  and  is  not  limited  to  a  physician. 

Estimated  Number  of  Affected 
Entities.  Requiring  referrals  or 
authorizations  to  health  care 
professional  who  specializes  in 
obstetrics  or  gynecology  (OB/GYNs)  is 
typically  required  by  health 
maintenance  organizations  (HMOs)  and 
Point  of  Service  plans  (POS).  As  a 
reference,  according  to  the  2004  Kaiser 
Women’s  Health  Survey,  46  percent  of 
Women  reported  seeing  an  OB/GYN  in 
the  past  year  and  47  percent  of  women 
of  reproductive  age  counted  OB/GYNs 
among  their  routine  health  care 
providers.®®  In  2006,  there  were  69.4 
million  visits  to  an  OB/GYN  according 
to  the  National  Ambulatory  Medical 
Care  Survey  conducted  by  the  Centers 
for  Disease  Control  and  Prevention.®® 
Although  more  recent  data  is  not 
available,  a  1999  survey  showed  that  60 
percent  of  all  OB/GYNs  in  plans 


^  http://wivw.merritthawkins.eom/pdf/2008- 
mha-survey-primary-care.pdf. 

93  See  Salganicoff,  Alina,  et  al.,  “Women  and 
Health  Care:  A  National  Profile.”  Kaiser  Family 
Foundation  (2005). 

9®  See  Cherry,  Donald  K.,  et  al.,  “National 
Ambulatory  Medical  Care  Survey:  2006  Summary.” 
National  Health  Statistics  Reports  (August  2008), 
Centers  for  Disease  Control  and  Prevention, 
available  at  http://www.cdc.gov/nchs/data/nbsr/ 
nhsr003.pdf. 
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requiring  the  designation  of  a  primary 
care  provider  reported  that  their 
gynecologic  patients  were  either  limited 
or  barred  from  seeing  theirOB/GYNs 
without  first  getting  permission  from 
another  physician,  and  28  percent 
reported  that  their  pregnant  patients 
needed  permission  before  seeing  an  OB/ 
GYN.®^  Nearly  75  percent  of  surveyed 
OB/GYNs  reported  that  their  patients 
needed  to  return  to  their  primary  care 
physicians  for  permission  before  they 
could  provide  necessary  follow-up  care. 

Not^Iy,  beginning  in  1994,  due  to 
both  consumer  demand  and  efforts  to 
regulate  managed  care,  many  States 
passed  direct  access  laws  for  OB/GYNs, 
allowing  patients  to  seek  care  at  an  OB/ 
GYN  office  without  a  referral  from  a 
primary  care  physician.  As  of  2008,  36 
States  plus  the  District  of  Golumbia 
have  laws  that  provide  direct  access  to 
OB/GYNs.  However,  14  States  have  not 
mandated  direct  access:  Alaska, 

Arizona,  Hawaii,  Indiana,  Iowa, 
Nebraska,  New  Jersey,  New  Mexico, 
North  Dakota,  Oklahoma,  South  Dakota, 
Tennessee,  Vermont,  and  Wyoming.®** 
This  provision  gives  females  direct 
access  to  OB/GYNs  in  covered  plans  in 
these  States,  who  may  otherwise  not 
have  had  this  direct  access.  As  well, 
because  State  law  is  preempted  by 
ERISA,  women  in  self-insured  plans  did 
not  previously  receive  this  legal 
protection.  In  addition,  these  women 
will  not  need  to  get  an  authorization 
from  their  primary  care  provider  for  the 
care  and  ordering  of  obstetrical  and 
gynecological  items  and  services  by 
their  participating  OB/GYN. 

These  interim  final  regulations  apply 
to  non-grandfathered  health  plans. 
However,  due  to  the  lack  of  data  on 
HMO  and  POS  enrollees  by  type  of 
market,  and  tbe  inability  to  predict  new 
plans  that  may  enter  those  markets,  the 
Departments  are  unable  to  predict  the  * 
number  enrollees  and  plans  that  would 
be  affected  by  tbis  provision.  As  a 
reference,  there  are  an  estimated  14.8 
million  females  between  ages  21  to  65 
with  ESI  who  are  in  HMO  plans.®® 

Benefits.  This  provision  gives  women 
in  covered  plans  easier  access  to  their 
OB/GYNs,  where  they  can  receive 
preventive  services  such  as  pelvic  and 
breast  exams,  without  the  added  time, 
expense,  and  inconvenience  of  needing 


See  American  College  of  Obstetricians  and 
Gynecologists/Princeton  Survey  Research 
Associates.  1999. 

‘'®  Kaiser  Family  Foundation,  “Mandates  Direct 
Access  to  OB/GYNs?,”  available  at  http:// 
www.statehealthfacts.kff.org/ 
comparemaptabIe.jsp?ind=493&cat=10e-sub=  114. 

**U.S.  Department  of  Labor/EBSA  calculations 
using  the  March  2009  Current  Population  Survey 
Annual  Social  and  Economic  Supplement  and  the 
2008  Medical  Expenditure  Panel  Survey. 


permission  first  from  their  primary  care 
providers.  Moreover,  this  provision  may 
also  save  time  and  reduce 
administrative  burden  since 
participating  OB/GYNs  do  not  need  to 
get  an  authorization  from  a  primary  care 
provider  to  provide  care  and  order 
obstetrical  and  gynecological  items  and 
services.  To  the  extent  that  primary  care 
providers  spend  less  time  seeing  women 
who  need  a  referral  to  an  OB/GYN, 
access  to  primary  care  providers  will  be 
improved.  To  the  extent  that  the  items 
and  services  are  critical  and  would  have 
been  delayed  wbil'e  getting  an 
authorization  from  the  primary  care 
provider,  this  provision  could  improve 
the  treatment  and  health  outcomes  of 
female  patients. 

Access  to  such  care  can  have 
substantial  benefits  in  women’s  lives. 
About  42,000  American  women  die 
each  year  from  breast  cancer,  and  it  is 
estimated  that  about  4,000  additional 
lives  would  be  saved  each  year  just  by 
increasing  the  percentage  of  women 
who  receive  recommended  breast  cancer 
screenings  to  90  percent.*®®  As  well, 
regular  screening  with  pap  smears  is  the 
major  reason  for  the  30-year  decline  in 
cervical  cancqr  mortality.*®* 

To  the  exteiit  that  direct  access  to  OB/ 
GYN  services  results  in  increased 
utilization  of  recommended  and 
appropriate  care,  this  provision  may 
result  in  benefits  associated  with 
improved  health  status  for  the  women 
affected.  Potential  cost  savings  also  exist 
since  women  in  affected  plans  will  not 
need  to  visit  their  primary  care  provider 
in  order  to  get  a  referral  for  routine 
obstetrical  and  gynecological  care, 
items,  and  services,  thereby  reducing 
unnecessary  time  and  administrative 
burden,  and  decreasing  the  number  of 
office  visits  paid  by  her  and  by  her 
health  plan. 

Costs  and  Transfers.  One  potential 
area  of  additional  costs  associated  with 
this  provision  would  be  induced 
demand,  as  women  who  no  longer  need 
a  referral  to  see  an  OB/GYN  may  be 
more  likely  to  receive  preventive 
screenings  and  other  care.  Data  is 
limited  to  provide  an  estimate  of  this 
induced  demand,  but  the  Departments 
believe  it  to  be  small. 

To  the  extent  these  iiiterim  final 
regulations  result  in  a  shift  in  services 
to  higher  cost  providers,  it  would  result 
in  a  transfer  of  wealth  from  enrollees  in 
non  grandfathered  group  plans  to  those 
individuals  using  the  services  affected. 


See  National  Commission  on  Prevention 
Priorities,  “Preventive  Care:  A  National  Profile  on 
Use,  Disparities,  and  Health  Benefits.”  Partnership 
for  Prevention,  August  2007. 

See  “Preventive  Care;  A  National  Profile  on 
Use,  Disparities,  and  Health  Benefits”  at  26. 


However,  such  an  effect  is  expected  to 
be  small. 


PHS  Act  section  2719A  and  these 
interim  final  regulations  provide  that  a 
group  health  plan  and  a  health 
insurance  issuer  covering  emergency 
services  must  do  so  without  the 
individual  or  the  health  care  provider 
having  to  obtain  prior  authorization 
(even  if  the  emergency  services  are 
provided  out  of  network).  For  a  plan  or 
health  insurance  coverage  with  a 
network  of  providers  that  provide 
benefits  for  emergency  services,  the  plan 
or  issuer  may  not  impose  any 
administrative  requirement  or  limitation 
on  benefits  for  out-of-network 
emergency  services  that  is  more 
restrictive  than  the  requirements  or 
limitations  that  apply  to  in-network 
emergency  services. 

Finally,  these  interim  final  regulations 
provide  that  cost-sharing  requirements 
expressed  as  a  copayment  amount  or 
coinsurance  rate  imposed  for  out-of- 
network  emergency  services  cannot 
exceed  the  cost-sharing  requirements 
that  would  be  imposed  if  the  services 
were  provided  in-network.  These 
interim  final  regulations  also  provide 
that  a  plan  or  health  insurance  issuer 
pay  for  out-of-network  emergency 
services  (prior  to  imposing  in-network 
cost-sharing),  the  greatest  of:  (1)  The 
median  in-network  rate;  (2)  the  usual 
customary  and  reasonable  rate  (or 
similar  rate  determined  using  the  plans 
or  issuer’s  general  formula  for 
determining  payments  for  out-of- 
network  services);  or  (3)  the  Medicare 
rate. 

In  applying  the  rules  relating  to 
emergency  services,  the  statute  and 
these  interim  final  regulations  define 
the  terms  emergency  medical  condition, 
emergency  services,  and  stabilize.  These 
terms  are  defined  generally  in 
accordance  with  their  meaning  under 
Emergency  Medical  Treatment  and 
Labor  Act  (EMTALA),  section  1867  of 
the  Social  Security  Act.  There  are, 
however,  some  variances  from  the 
EMTALA  definitions. 

The  statute  and  these  interim  final 
regulations  relating  to  emergency 
services  do  not  apply  to  grandfathered 
health  plans;  however,  other  Federal  or 
State  laws  related  to  emergency  services 
may  apply  regardless  of  grandfather 
status. 

ii.  Estimated  Number  of  Affected 
Entities 

These  interim  final  regulations  will 
directly  affect  out-of-pocket 


b.  Goverage  of  Emergency  Services 
i.  Summary 
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expenditures  for  individuals  enrolled  in 
non-grand  fathered  private  health 
insurance  plans  (group  or  individual) 
whose  copayment  or  co’  nsurance 
arrangements  for  emergency  services 
differ  between  in  netw'ork  and  out  of 
network  providers.  These  interim  final 
regulations  may  also  require  some 
health  plans  to  make  higher-payments  to- 
out  of  network  providers  than  are  made 
under  their  current  contractual 
arrangements.  There  are  no  available 
data,  however,  that  allow  for  national 
estimates  of  the  number  of  plans  (or 
number  of  enrollees  in  plans)  th&t  bave 
different  payment  arrangements  for  out 
of  network  than  in-network  providers, 
or  differences  between  in-  and  out-of¬ 
network  copayment  and  coinsurance 
arrangements,  in  order  to  more  precisely 
estimate  the  number  of  enrollees 
affected. 

The  Departments  conducted  an 
informal  survey  of  benefits  plans  for 
large  insurers  in  order  to  assess  tbe 
landscape  with  regard  to  copayment  and 
coinsurance  for  emergency  department 
services,  but  found  that  a  variety  of 
arrangements  currently  exist  in  the 
marketplace.  Many  of  the  large  insurers 
maintained  identical  copayment  and/or 
coinsurance  arrangements  between  in 
and  out  of  network  providers.  Others , 
have  differing  arrangements  based  on 
copayments,  coinsurance  rates,  or  a 
combination  of  the  two.  While  useful  for 
examining  the  types  of  arrangement  that 
exist  in  the  market  place,  these  data  do 
not  contain  enrollment  information  and 
therefore  cannot  be  used  to  make  impact 
estimates. 

Although  these  data  do  not  permit 
quantitative  estimates  of  plans  or 
persons  affected,  other  data  can  be 
illustrative  of  overall  magnitudes  for 
emergency  seryices.  For  a  point  of 
reference,  in  2005,  115.3  million  visits 
were  made  to  hospital  emergency 
departments.  Of  these,  39.9  percent 
w'ere  made  by  individuals  with  private 
insurance.  This  represents 
approximately  46.0  million  visits,  at 
approximately  1.7  visits  per  insured 
person  that  utilized  emergency 
department  services,  or  27.4  million 
people.^°2  While  data  on  rates  of  out-of¬ 
network  emergency  room  encounters  is 
sparse,  the  Blue  Cross  Blue  Shield 
(BCBS)  Association  reports  that 
nationally  about  8  percent  of  its 
emergency  room  visits  are  sought  out-of¬ 
network.  Given  the  breadth  of  the 

*"2  Vital  and  Health  Statistics,  Advanced  Data  No. 
386,  June  29,  2007. 

'03  BCBS,  howijver,  reports  its  rates  vary 
considerably  by  State,  with  11  States  having  double 
digit  rates  ranging  from  10  percent  to  a  high  of  41 
percent.  Moreover,  because  BCBS  has  reciprocity 
between  many  State  Blue  Cross  Blue  Shield  plans. 


Blue  Cross  networks,  it  is  reasonable  to 
assume  that  8  percent  to  16  percent  of 
emergency  room  visits  are  out-of¬ 
network  each  year,  since  a  plan  with  a 
smaller  provider  network  will  be  more 
likely  to  have  out-of-network  use  by 
enrollees.  If  each  individual  was  equally 
likely  to  utilize  out  of  network  services, 
a  maximum  of  2.1  to  4.2  million 
individuals  would  be  potentially 
affecte.d  by  differing  out-of-pocket 
requirements.  Based  on  the  informal 
survey,  some  proportion,  possibly  a 
large  portion,  of  these  individuals  are 
covered  by  plans  that  have  identical  in 
and  out-of-network  requirements. 
Therefore,  the  number  of  individuals 
affected  by  this  regulatory  provision 
would  be  smaller. 

iii.  Benefits 

Insurers  maintain  differing  copayment 
and  coinsurance  arrangements  betw’een 
in-  and  out-of-network  providers“as  a 
cost  containment  mechanism. 
Implementing  reduced  cost  sharing  for 
the  use  of  in-network  providers 
provides  financial  incentive  for 
enrollees  to  use  these  providers,  with 
whom  plans  often  have  lower-cost 
contractual  arrangements.  In  emergency 
situations,  however,  the  choice  of  an  in- 
network  provider  may  not  be 
available — for  example,  when  a  patient 
is  some  distance  from  his  or  her  local 
provider  networks  or  when  an 
ambulance  transports  a  patient  to  the 
nearest  hospital  which  may  not  have 
contractual  arrangements  with  the 
person’s  insurer.  In  these  situations,  the 
differing  copayment  or  coinsurance 
arrangements  could  place  a  substantial 
financial  burden  on  the  patient.  These 
interim  final  regulations  eliminate  this 
disparity  in  out-of-pocket  burden  for 
enrollees,  leading  to. potentially 
substantial  financial  benefit. 

Xhese  interim  final  regulations  also 
provide  for  potentially  higher  payments 
to  out-of-network  providers,  if  usual 
customary  rates  or  Medicare  rates  are 
higher  than  median  in-network  rates. 
This  could  have  a  direct  economic 
benefit  to  providers  and  patients,  as  the 
remaining  differential  between  provider 
charge  and  plan  payment  will  be 
smaller,  leading  to  a  smaller  balance-bill 
for  patients. 

To  the  extent  that  expectations  about 
such  financial  burden  with  out-of- 
network  emergency  department  usage 
would  cause  individuals  to  delay  or 
avoid  seeking  necessary  medical 
treatment  when  they  cannot  access  a 

its  statistics  for  out  of  network  emergency  services 
utilization  should  be  considered  a  conservative 
estimate  of  the  proportion  of  ER  services  that 
insured  individuals  receive  out-of-network. 


network  provider,  this  provision  may 
'result  in  more  timely  use  of  necessary 
medical  care.  It  may  therefore  result  in 
health  and  economic  benefits  associated 
with  improved  health  status;  and  fewer 
complications  and  hospiitalizations  due 
to  delayed  and  possibly  reduced 
mortality.  The  Departments  expect  that 
this  effect  would  be  small,  however, 
because  insured  individuals  are  less 
likely  to  delay  care  in  emergency 
situations. 

iv.  Costs  and  Transfers 

Tbe  economic  costs  associated  with 
the  emergency  department  provisions 
are  likely  to  be  minimal.  These  costs' 
would  occur  to  the  extent  that  any  lower 
cost-sharing  would  induce  new 
utilization  of  out  of  network  emergency 
services.  Given  the  nature  of  these 
services  as  emergency  services,  this 
effect  is  likely  to  be  small  for  insured 
individuals.  In  addition,  the  demand  for 
emergency  services  in  truly  emergency 
situations  can  result  in  health  care  cost 
savings  and  population  health 
improvements  due  to  the  timely 
treatment  of  conditions  that  could 
otherwise  rapidly  worsen. 

The  emergency  services  provisions 
are  likely  to  result  in  some  transfers 
from  the  general  membership  of  non- 
grandfathered  group  policies  that  have 
differing  copayment  and  coinsurance 
arrangements  to  those  policy  holders 
that  use  the  out-of-network  emergency 
services.  The  transfers  could  occur 
through  two  avenues.  First,  if  there  is 
reduced  cost  sharing  for  out-of-network 
emergency  services,  then  plans  must 
pay  more  when  enrollees  use  those 
services.  Out-of-pocket  costs  for  the 
enrollees  using  out-of-network  services 
will  decrease,  while  plan  costs  will  get 
spread  across  the  insured  market. 
Second,  if  the  provision  results  in  plans 
paying  higher  rates  than  they  currently 
do  for  out-of-network  providers,  then 
those  costs  will  get  spread  across  the 
insured  market  while  the  individual 
enrollees  using  out-of-network  care 
would  potentially  get  a  smaller  balance 
bill.  For  all  of  the  data  issues  described 
above,  the  precise  amount  of  the  transfer 
which  would  occur  through  an  increase 
in  premiums  for  these  group  plans  is 
impossible  to  quantify  with  any 
precision,  but  it  is  likely  to  be  less  than 
one-tenth  of  one  percent  of  premium, 
and  only  applies  to  non-grandfathered 
health  plans. 

c.  Application  to  Grandfathered  Health 
Plans 

As  discussed  earlier  in  this  preamble, 
the  statute  and  these  interim  final 
regulations  relating  to  certain  patient 
protections  do  not  apply  to 
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grandfathered  health  plans.  However, 
other  Federal  or  State  laws  related  to 
these  patient  protections  may  apply 
regardless  of  grandfather  status. 

d.  Patient  Protection  Disclosure 
Requirement 

When  applicable,  it  is  important  that 
individuals  enrolled  in  a  plan  or  health 
insurance  coverage  know  of  their  rights 
to  (1)  choose  a  primary  care  provider  or 
a  pediatrician  when  a  plan  or  issuer 
requires  participants  or  subscribers  to 
designate  a  primary  care  physician;  or 
(2)  obtain  obstetrical  or  gynecological 
care  without  prior  authorization. 
Accordingly,  these  interim  final 
regulations  require  such  plans  and 
issuers  to  provide  a  notice  to 
participants  (in  the  individual  market, 
primary  subscribers)  of  these  rights 
when  applicable.  Model  language  is 
provided  in  these  interim  final 
regulations.  The  notice  must  be 
provided  whenever  the  plan  or  issuer 
provides  a  participant  with  a  summary 
plan  description  or  other  similar 
description  of  benefits  under  the  plan  or 
health  insurance  coverage,  or  in  the 
individual  market,  provides  a  primary 
subscriber  with  a  policy,  certificate,  or 
contract  of  health  insurance. 

.  The  Departments  estimate  that  the 
cost  to  plans  and  insurance  issuers  to 
prepare  and  distribute  the  disclosure  is 
S6.1  million  in  2011.  For  a  discussion 
of  the  Patient  Protection  Disclosure 
Requirement,  see  the  Paperwork 
Reduction  Act  section  later  in  this 
preamble. 

6.  Combined  Effects  of  the  Insurance 
Market  Reforms 

a.  Summary 

The  Affordable  Care  Act  includes  a 
number  of  provisions  that  are  effective 
for  plan  years  (or  in  the  case  of 
individual  health  insurance  coverage, 
for  policy  years)  beginning  on  or  after 
September  23,  2010.  These  interim  final 
regulations  include  four  of  those 
provisions  whose  purpose  is  to  improve 
consumer  protections.  Two  additional 
provisions — ^the  extension  of  dependent 
coverage  to  adult  children  and  the  rules 
defining  a  grandfathered  health  plan — 
were  the  subject  of  previously  published 
interim  final  regulations.  The 
implementation  of  other  provisions — 
including  those  relating  to  coverage  of 
preventive  services  (PHS  Act  section 
2713)  and  appeals  (PHS  Act  section 
2719) — will  be  addressed  in  future 
regulations. 

This  set  of  regulations  is  distinct  firom 
the  others  in  that  its  primary 
beneficiaries  are  people  who  generally 
already  have  some  type  of  illness,  injury 


or  disability.  The  provision  prohibiting 
preexisting  condition  exclusions  for 
children  could  help  31,000  to  72,000 
uninsured  children  gain  insurance,  and 
up  to  90,000  children  who  have 
insurance  with  benefit  carve-outs  or 
preexisting  condition  exclusion  periods. 
The  policy  on  restricted  annual  limits 
could  help  up  to  2,700  to  3,500  people 
who  hit  these  limits  each  year;  the 
prohibition  on  lifetime  limits  could  help 
18,650  to  20,400  each  year  who  would 
be  expected  to  have  costs  that  exceed  a 
limit.  Based  on  an  NAIC  survey,  the 
Departments  estimate  there  are 
approximately  10,700  rescissions  of 
policies  in  the  individual  market  each 
year,  and  these  interim  final  regulations 
are  expected  to  reduce  this  number 
substantially.^®^  And  one  of  the  patient 
protections,  access  to  emergency  care 
ft-om  out-of-network  providers,  could 
limit  the  out-of-pocket  spending  for  up 
to  2.1  to  4.2  million  individuals  with 
some  acute  health  care  need.  While  the 
estimates  on  the  number  of  people 
affected  by  these  policies  may  be 
relatively  small,  a  much  larger  number 
of  Americans  are  at  risk  of  hitting  one 
of  these  barriers  to  insurance  coverage 
and  will  gain  indirect  benefits  of  the 
legislation.  This  section  describes  the 
potential  combined  benefits,  costs,  and 
transfers  of  these  provisions. 

b.  Benefits 

These  interim  final  regulations  could 
generate  significant  economic  and  social 
welfare  benefits  to  consumers.  This 
would  take  the  form  of  reductions  in 
mortality  and  morbidity,  a  reduction  in 
medical  expenditure  risk,  an  increase  in 
worker  productivity,  and  a  decrease  the 
cross-subsidy  in  premiums  to  offset 
uncompensated  care,  sometimes 
referred  to  as  the  "hidden  tax.”  Each  of 
these  effects  is  described  below.  It 
should  be  noted  that  the  benefits 
described  are  substantially  greater  in 
each  of  these  areas  once  all  the 
protections  of  the  full  Affordable  Care 
Act  are  effective. 

A  first  type  of  benefit  is  reductions  in 
mortality  and  morbidity.  While  the 
empirical  literature  leaves  many 
questions  unresolved,  a  growing  body  of 
evidence  convincingly  demonstrates 
that  health  can  be  improved  by 
spending  more  on  at-risk  individuals 
and  by  expanding  health  insurance 
coverage.  For  example,  Almond  et 

'“♦NAIC  Rescission  Data  Call,  December  17, 

2009,  p.l. 

Almond.  Douglas,  Joseph  }.  Doyle,  Jr.,  Amanda 
E.  Kowalski,  and  Heidi  Williams.  “Estimating 
Marginal  Returns  to  Medical  Care;  Evidence  from 
At-Risk  Newborns.”  The  Quarterly  Journal  of 
Economics.  May  2010. 125(2):  591-634.  http:// 
www.mit.edu/~fjdoyle/vlbw.pdf. 


find  that  newborns  classified  just  below 
a  medical  threshold  for  “very  low 
birthweight”  have  lower  mortality  rates 
than  newborns  classified  as  just  above 
the  threshold,  despite  an  asspciation 
between  low  birth  weight  and  higher 
mortality  in  general,  because  they  tend 
to  receive  additional  medical  Care.  In  a 
study  of  severe  automobile  accidents, 
Doyle^®®  found  that  uninsured 
individuals  receive  less  care  and  have  a 
substantially  higher  mortality  rate. 

Currie  and  Gruber^®^  found  that 
increased  eligibility  for  Medicaid 
coverage  expanded  utilization  of  care 
for  otherwise  uninsured  children, 
leading  to  a  sizeable  and  significant 
reduction  in  child  mortality.  A  study  of 
Medicare  by  Card  et  al.^®®  found  that 
individuals  just  old  enough  to  qualify 
for  coverage  have  lower  mortality 
rates — despite  similar  illness  severity — 
.than  do  those  just  too  young  for 
eligibility.  Finally,  a  report  by  the 
Institute  of  Medicine  (lOM)  ^®®  found 
mortality  risks  for  uninsured 
individuals  that  were  25  percent  higher 
than  those  of  observably  similar  insured 
individuals.  In  addition  to  the  prospect 
that  expanded  insurance  coverage  will 
result  in  reductions  in  mortality,  it  will 
almost  certainly  substantially  reduce 
morbidity,  as  demonstrated  in  extensive 
reviews  of  the  literature  by  Hadley  and 
the  lOM.”® 

These  interim  final  regulations  will 
expand  access  to  currently  uninsured 
individuals.  These  newly  insured 
populations  will  likely  achieve  both 
mortality  and  meaningful  morbidity 
reductions  from  the  regulations, 
especially  those  populations  who  face 
rescissions,  restricted  annual  or  lifetime 
limits,  or  preexisting  conditions 
exclusions,  since  they  are  on  average  in 
worse  health  and  thus  likely  to  benefit 
even  more  from  insurance  coverage  than 
uninsured  individuals  in  general. 

'““Doyle,  Joseph  J.  “Health  Insurance,  Treatment 
and  Outcomes:  Using  Auto  Accidents  as  Health 
Shocks.”  The  Review  of  Economics  and  Statistics, 
May  2005.  87(2);256-270.  http:// 
www.mitpressjoumals.oTg/doi/ab6/ 1 0.il  62/ 
0034653053970348. 

'“^Currie,  Janet  and  J.  Gruber.  “Health  Insurance 
Eligibility,  Utilization  of  Medical  Care,  and  Child 
Health.”  The  Quarterly  Journal  of  Economics,  May 
1996.  111(2):431— 466.  http://www.jstor.org/stabIe/ 
2946684?cookieSet=l. 

'““Card,  David,  C.  Dobkin,  and  N.  Maestas.  “Does 
Medicare  Save  Lives?”  The  Quarterly  Journal  of 
Economics,  May  2009.  124(2):597-636.  http:// 
www.mitpressjournals.org/doi/abs/l  0.11 62/ 
qjec.2009.124.2.597. 

Institute  of  Medicine.  Care  Without  Coverage: 
Too  Little,  Too  Late.  Washington.  DC:  National 
Academy  Press,  2002.  http://books.nap.edu/ 
openbaok.php?TecordJd=  1 0367&-page=Rl . 

"“Institute  of  Medicine,  op.  cit.  Hadley  J.  Sicker 
and  Poorer:  The  consequences  of  being  uninsured. 
Medical  Care  Research  and  Review,  Vol.  60,  No.  2 
suppl,  3S-75S  (2003). 
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Because  considerable  uncertainty 
surrounds  any  specific  estimate  of  the 
effect  of  expanded  coverage  on  mortality 
and  morbidity,  this  benefit  is  not 
quantified  in  this  analysis. Hou'ever, 
the  Departments  conclude  that 
reductions  in  mortality  and  morbidity 
are  likely  to  be  a  significant  benefit  of 
these  interim  final  regulations  and  will 
become  substantially  greater  in  2014 
and  subsequent  years,  when  millions  of 
additional  individuals  will  obtain 
health  insurance  coverage. 

A  second  type  of  benefit  from  the 
cumulative  effects  of  these  interim  final 
regulations  is  a  reduction  in  medical 
risk.  A'tientral  goal  of  health  insurance 
is  to  protect  individuals  against 
catastrophic  financial  hardship  that 
would  come  with  a  debilitating  medical 
condition.  By  pooling  expenses  across 
healthy  and  sick  individuals,  insurance 
can  substantially  improve  the  economic, 
well-being  of  the  sick  while  imposing 
modest  costs  on  the  healthy.  This 
insurance  is  valuable,  and  economic 
theory  suggests  that  the  gains  to  the  sick 
from  a  properly  implemented  insurance 
system  far  exceed  the  costs  to  healthy 
individuals.  A  recent  paper  shows  that 
the  benefits  from  this  reduction  in 
exposure  to  financial  risks  would  be 
sufficient  to  cover  almost  two-fifths  of 
insurance  costs.^^2  Previous  research 
also  suggests  that  protecting  patients 
who  have  very  high  medical  costs  or 
low  financial  assets  is  likely  to  have 
even  larger  benefits.  Indeed,  research 
indicates  that  approximately  half  of  the 
more  than  500,000  personal 
bankruptcies  in  the  U.S.  in  2007  were  to 
some  extent  contributed  to  by  very  high 
medical  expenses.^^^  Exclusions  from 
health  insurance  coverage  based  on 
preexisting  conditions  expose  the 
uninsured  to  the  aforementioned 
financial  risks.  Rescissions  of  coverage 
and  binding  annual  or  lifetime  limits  on 
benefits  increase  the  chance  that 
medical  expenditures  will  go 
uncompensated,  exposing  individuals  to 
the  financial  risks  associated  with 
illness.  Regulations  that  prevent  these 
practices  thus  reduce  the  uncertainty 
and  hardship  associated  with  these 
financial  risks.  Moreover,  because  they 
secure  coverage  for  individuals  with 
high  probabilities  of  incurring  extensive 
medical  expenses,  regulations  that 


Kronick,  Richard.  “Health  insurance  coverage 
and  mortality  revisited.”  Health  Services  Research. 
April  2009.  44(4):1211-1231.  http:// 
www3. interscience,  wiley. com/ journal/ 1 22342601 / 
abstract?CRETR  Y=  1  SrSRETR  Y=0. 

Amy  Finkelsti^in  and  Robin  McKnight.  What 
Did  Medicare  Do?  The  Initial  Impact  of  Medicare 
OB  Mortality  and  Out  of  Pocket  Medical  Spending. 
2008.  Journal  of  Public  Economics  92:  1644-1669. 

> >3  David  Himmelstein  et  al,  2009. 


guard  against  rescissions  and  prevent 
insurance  exclusion  based  on 
preexisting  conditions  for  children  are 
likely  to  have  especially  large  economic 
benefits  in  terms  of  reducing  financial 
risk.  These  interim  final  regulations  will 
help  insurance  more  effectively  protect 
patients  from  the  financial  hardship  of 
illness,  including  bankruptcy  and 
reduced  funds  for  non-medical 
purposes. 

A  third  type  of  benefit  from  these 
interim  final  regulations  is  improved 
workplace  productivity.  These  interim 
final  regulations  will  benefit  employers 
and  workers  by  increasing  workplace 
productivity  and  reducing  absenteeism, 
low  productivity  at  work  due  to 
preventable  illness,  and  “job-lock.”  A 
June  2009  report  by  the  Council  of 
Economic  Advisers  found  that  increased 
access  to  health  insurance  coverage 
improves  labor  market  outcomes  by 
improving  worker  health. The  health 
benefits  of  eliminating  coverage 
rescissions  and  lifetime  coverage  limits, 
restricting  annual  limits,  and  expanding 
access  to  primary  care  providers  and 
OB/GYNs  will  help  to  reduce  disability, 
low  productivity  at,  work  due  to 
preventable  illness,  and  absenteeism  in 
the  work  place,  thereby  increasing 
workplace  productivity  and  labor 
supply.  Economic  theory  suggests  that 
these  benefits  would  likely  be  shared  by 
workers,  employers,  and  consumers.  In 
addition,  these  interim  final  regulations 
will  increase  labor  market  efficiency  by 
reducing  “job  lock,”  or  the  reluctance  to 
switch  jobs  or  engage  in 
entrepreneurship  because  such 
activities  would  result  in  the  loss  of 
health  insurance  or  limitations  on 
coverage.  For  example,  without  the 
regulations,  a  parent  with  generous 
coverage  for  a  child  with  a  medical 
condition  might  fear  moving  to  a 
different  employer  or  launching  his  or 
her  own  business  given  the  concern  that 
the  new  plan  could  exclude  coverage  for 
the  child  on  the  basis  of  the  preexisting 
condition.  These  reforms  will  increase 
not  only  productivity  and  innovation 
through  entrepreneurship,  but  also 
worker  wages  since  pb  lock  prevents 
workers  from  pursuing  jobs  with 
potentially  higher  salaries. The 
Council  of  Economic  Advisers’  June 
2009  report  estimates  that  for  workers 
between  the  ages  of  25  and  54,  the  short¬ 
term  gain  from  eliminating  job  lock 
would  be  an  increase  in  wages  of  0.3 
percent. 


Council  of  Economic  Advisers.  “The  Economic 
Case  for  Health  Reform.”  (2009). 

”5 Gruber,  J.  and  B.  Madrian.  “Health  Insurance, 
Labor  Supply,  and  Job  Mobility:  A  Critical  Review 
of  the'Literature.”  (2001). 


Fourfh,  the  Affordable  Care  Act’s 
provisions  will  reduce  the  transfers  in 
the  health  care  system  due  to  cost  ~ 
shifting  of  uncompensated  care  that  lead 
to  higher  premiums  for  private 
insurance.  The  insurance  market 
regulations  will  help  expand  the 
number  of  individuals  who  are  insured 
and  reduce  the  likelihood  that 
individuals  who  have  insurance  do  not 
bankrupt  themselves  by  paying  medical 
bills.  Both  effects  will  help  reduce  the 
amount  of  uncompensated  care  that 
imposes  a  “hidden  tax”  on  consumers  of 
health  care  since  the  costs  of  this  care 
are  shifted  to  those  who  are  able  to  pay 
for  services  in  the  form  of  higher  prices. 

The  Departments  provide  here  an 
order  of  magnitude  for  the 
compensatory  reduction  in  cost-shifting 
of  uncompensated  care  that  is 
associated  with  the  expansion  of 
coverage  of  these  interim  final 
regulations.  Three  assumptions  were 
made.  First,  the  uninsured  populations 
affected  by  these  interim  final 
regulations  tend  to  have  worse  health, 
greater  needs  for  health  care,  higher  . 
health  care  spending,  and  less  ability  to 
reduce  utilization  when  they  are 
uninsured.  These  interim  final 
regulations  are  therefore  unlikely  to 
induce  as  much  demand  for  health  care 
as  would  be  assumed  for  the  uninsured 
population  in  general  when  coverage 
expands.  As  such,  the  Departments 
assume  that  extending  insurance 
coverage  to  this  group  is  unlikely  to 
significantly  increase  the  overall  costs  of 
the  U.S.  health  care  system.  The 
Departments  therefore  assume  that  the 
vast  majority  of  the  premium  increases 
estimated  in  this  regulatory  impact 
analysis  result  from  transfers  from  out- 
of-pocket  or  uncompensated  care  costs 
to  covered  costs,  although  we 
emphasize  that  there  is  considerable 
uncertainty  surrounding  this  estimate. 

Second,  on  the  basis  of  the  economics 
literature  on  the  subject,^ the 
Departments  estimate  that  two-thirds  of 
the  previously  uncovered  costs  would 
have  been  uncompensated  care  (with 
the  remaining  one-third  paid  for  out-of- 
pocket),  of  which  75  percent  would 
have  been  paid  for  by  public  sources, 
and  25  percent  would  have  been  paid 
for  by  private  sources.  If  reductions  in 
privately-financed  uncompensated  care 
are  passed  on  in  the  form  of  lower 
prices  charged  by  hospitals,  and  result 
in  lower  insurance  premiums  charged  to 
consumers,  then  the  Departments 
estimate  that  increased  insurance 


Hadley,  Jack,  J.  Holaban.  T.  Cougblin,  and  D. 
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coverage  for  the  vulnerable  populations 
affected  by  these  interim  final 
regulations  could  result  in  reductions  in 
insurance  premiums  of  up  to  $1  billion 
in  2013.1'^  There  would  also  be 
corresponding  decreases  in  public 
expenditure  as  uncompensated  care  is 
reduced. 

c.  Costs  and  Transfers 

Premiums  reflect  both  effects  on 
health  system  costs  as  well  as  transfers 
in  the  payment  of  costs  from  one  payer 
or  group  of  individuals  to  another.  For 
example,  as  consumer  protections 
expand  coverage  and/or  reduce  cost¬ 
sharing,  the  costs  for  services  that 
people  previously  paid  for  out  of 
pocket— often  creating  substantial 
burdens  as  described  above — will  be 
distributed  over  a  wider  insured 
population.  On  the  other  hand,  the  cost- 
shifting  that  previously  occurred  onto 
the  insured  population  when  people  • 
could  no  longer  pay  for  their  out-of- 
pocket  care  will  be  reduced.  Expansion 
of  coverage  will  also  generate  induced 
demand  for  services,  with 
corresponding  benefits  to.  health  and 
productivity.  These  costs  and  transfers 
together  will  generate  a  change  in 
premiums.  As  discussed  previously,  the 
populations  affected  by  these  interim 
final  regulations  tend  to  be  in  poorer 
health  than  the  general  uninsured 
population,  leading  to  less  induced 
demand  when  coverage  expands. 

The  Departments  estimate  that  the 
premium  effect  of  prohibiting 
preexisting  condition  exclusions  for 
children  would  be  on  average  one 
percent  or  less  in  the  individual  market 
and  negligible  in  the  group  market.  The 
provisions  relating  to  annual  and 
lifetime  limits  would  have 
approximately  one-half  of  one  percent 
impact  on  premiums  in  the  group 
market  and  less  than  a  one  percent 
impact  on  premiums  in  the  individual 
market.  While  the  prohibition  on 
lifetime  limits  applies  to  individual 


""The  Departments  come  to  this  estimate  using 
the  following  methods.  First,  they  estimated  the 
proportion  of  the  population  in  group  and 
individual  markets  using  the  Medical  Expenditure 
Panel  Survey  (2008).  Next,  information  from  75  FR 
34538  (June  17,  2010)  was  used  to  estimate  the 
proportion  of  employer  and  individual  plans  that 
maintain  or  lose  grandfather  status  by  2013. 
Projections  of  national  health  expenditures  from  the 
National  Health  Expenditure  Accounts  to  2013  were 
distributed  among  these  groups,  and  premium 
impacts  as  discussed  in  this  regulatory  impact 
analysis  were  applied.  Potential  premium 
reductions  secondary'  to  reductions  in  the  cost- 
shifting  of  uncompensated  care  were  then 
calculated  using  the  information  from  the  economic 
literature  as  presented  in  this  discussion.  The 
Departments  note  that  to  the  extent  that  not  all  of 
the  reductions  in  uncompensated  care  costs  are 
pas.sed  onto  insured  populations,  these  estimates 
may  be  an  overestimate. 


plans  that  are  grandfathered,  the 
restricted  annual  limit  policy  and 
preexisting  condition  exclusion  policy 
for  children  do  not,  limiting  the 
premium  effect  for  the  grandfathered 
market.  Although  precise  estimates  of 
the  effects  of  restricting  rescissions  and 
expanding  patient  protections  are  even 
more  difficult  to  make  than  for 
preexisting  condition  exclusions  or 
annual  and  lifetime  limits,  the 
Departments’  analysis  suggest  that  the 
effects  of  restricting  rescissions  will  be 
no  more  than  a  few  tenths  of  one 
percent  of  premium,  and  that  patient 
protections  will  increase  premiums  by 
less  than  one  tenth  of  one  percent. 

The  Departments  emphasize  that 
these  individual  premium  effects  cannot 
be  simply  added  to  get  a  combined 
impact  on  premiums  for  several  reasons. 
The  first  relates  to  their  simultaneous 
implementation.  Quantifying  the  precise 
and  unique  premium  impact  of  policies 
that  take  effect  at  the  same  time  is 
difficult.  Health  insurers  will  consider 
the  totality  of  the  provisions  in  making 
decisions  about  coverage  modifications, 
so  that  disentangling  the  effects  of  each 
provision  is  impossible.  This  is 
especially  so  given  the  complex 
interactions  among  the  policies.  For 
example,  prohibiting  rescissions  and 
lifetime  limits  could  mean  that  someone 
who  would  have  had  a  policy  rescinded 
now  maintains  coverage,  and  also 
maintains  coverage  beyond  a  previous 
lifetime  limit.  Under  the  current 
guaranteed  renewability  protections  in 
the  individual  market,  if  9  child  with  a 
preexisting  condition  is  now  able  to 
obtain  coverage  on  a  parental  plan,  he 
or  she  can  potentially  stay  on  that  plan 
until  age  26. 

This  difficulty  is  compounded  by  the 
flexibility  afforded  in  the  grandfather 
rule.  Plans  and  issuers  will  consider  the 
cumulative  impact  of  these  provisions 
when  making  decisions  about  whether 
or  not  to  make  other  changes  to  their 
coverage  that  could  affect  their 
grandfather  status.  It  can  be  expected 
that  the  plans  that  are  most  affected  by 
these  provisions  in  terms  of  potential 
premium  impact  will  likely, be  the  most 
aggressive  in  taking  steps  to  maintain 
grandfather  status,  although,  as 
described  in  that  regulatory  impact 
analysis,  other  factors  affect  plans’ 
decisions  as  well.  It  is  unlikely  that 
plans  will  make  this  calculation 
multiple  times  for  the  multiple 
provisions  that  will  take  effect  at  the 
same  time. 

Lastly,  estimating  these  effects 
cumulatively  compounds  the  errors  of 
highly  uncertain  estimates.  As 
discussed,  plan  and  enrollee  behaviors 
may  change  in  response  to  the 


incentives  created  by  these  interim  final 
regulations.  Data  are  also  limited  in 
many  areas,  including:  The  prevalence 
of  annual  limits  in  insurance  markets; 
characteristics  of  high-cost  enrollees; 
prevalence  and  characteristics  of 
rescissions;  and  take-up  rates  under 
different  insurance  scenarios.  As 
discussed  above,  the  estimates 
presented  here,  by  necessity,  utilize 
“average”  experiences  and  “average” 
plans.  Variability  around  the  average 
increases  substantially  when  multiple 
provisions  are  considered,  since  the 
number  of  provisions  that  affect  each 
plan  will  differ  (for  example,  a  plan  may 
already  offer  coverage  without 
preexisting  condition  exclusions  and 
bar  rescissions,  meaning  they  will  not 
be  affected  by  those  provisions,  but  may 
have  a  lifetime  limit  of  $1  million, 
meaning  they  will  be  affected  by  that 
provision).  Different  plans  also  have 
different  characteristics  of  enrollees,  for 
example  in  terms  of  age  or  health  status, 
meaning  that  provisions  such  as 
eliminating  lifetime  limits  could  affect 
them  differently.  It  is  especially 
important  to  note  the  variation  in 
insurance  market  reforms  across  States. 
Only  a  few  States  have  community 
rating,  where  costs  get  distributed  across 
the  entire  insured  pool.  Fractions  of  the 
cost  will  get  distributed  across  the  pool 
and  to  individual  enrollees  in  other 
States  depending  on  the  degree  of  rating 
restrictions,  if  any  exist.  Uncertainty 
compounds  as  ranges  and  errors  and 
assumptions  are  summed  across 
provisions. 

D.  Regulatory  Flexibility  Act — 
Department  of  Labor  and  Department  of 
Health  and  Human  Services 

The  Regulatory  Flexibility  Act  (5 
U.S.C.  601  et  seq.)  (RFA)  imposes 
certain  requirements  with  respect  to 
Federal  rules  that  are  subject  to  the 
notice  and  comment  requirements  of 
section  553(b)  of  the  APA  (,5'U.S.C.  551 
ei  seq.)  and  that  are  likely  to  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities. 
Section  9833  of  the  Code,  section  734  of 
ERISA,  and  section  2792  of  the  PHS  Act 
authorize  the  Secretaries  to  promulgate 
any  interim  final  rules  that  they 
determine  are  appropriate  to  carry  out 
the  provisions  of  chapter  100  of  the 
Code,  part  7  of  subtitle  B  or  title  I  of 
ERISA,  and  part  A  of  title  XXVII  of  the 
PHS  Act,  which  include  PHS  Act 
sections  2701  through  2728  and  the 
incorporation  of  those  sections  into 
ERISA  section  715  and  Code  section 
9815. 

Moreover,  under  Section  553(b)  of  the 
APA,  a  general  notice  of  proposed 
rulemaking  is  not  required  when  an 
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agency,  for  good  cause,  finds  that  notice 
and  public  comment  thereon  are 
impracticable,  unnecessary,  or  contrary 
to  the  public  interest.  These  interim 
final  regidations  are  exempt  from  APA, 
because  the  Departments  made  a  good 
cause  finding  that  a  general  notice  of 
proposed  rulemaking  is  not  necessary 
earlier  in  this  preamble.  Therefore,  the 
RFA  does  not  apply  and  the 
Departments  are  not  required  to  either 
certify  that  the  rule  would  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities  or 
conduct  a  regulatory  flexibility  analysis. 

Nevgrtheless,  the  Departments 
carefully  considered  the  likely  impact  of 
the  rule  on  small  entities  in  connection 
with  their  assessment  under  Executive 
Order  12866.  Consistent  with  the  policy 
of  the  RFA,  the  Departments  encourage 
the  public  to  submit  comments  that 
suggest  alternative  rules  that  accomplish 
the  stated  purpose  of  the  Affordable 
Care  Act  and  minimize  the  impact  on 
small  entities. 

E.  Special  Analyses — Department  of  the 
Treasury 

Notwithstanding  the  determinations 
of  the  Department  of  Labor  and 
Department  of  Health  and  Human 
Services,  for  purposes  of  the  Department 
of  tho  Treasury,  it  has  been  determined 
that  this  Treasury  decision  is  not  a 
significant  regulatory  action  for 
purposes  of  Executive  Order  12866. 
Therefore,  a  regulatory  assessment  is  not 
required.  It  has  also  been  determined 
that  section  553(b)  of  the  APA  (5  U.S.C. 
chapter  5)  does  not  apply  to  these 
interim  final  regulations.  For  the 
applicability  of  the  RFA,  refer  to  the 
Special  Analyses  section  in  the 
preamble  fo  the  cross-referencing  notice 
of  proposed  rulemaking  published 
elsewhere  in  this  issue  of  the  Federal 
Register.  Pursuant  to  section  7805(f)  of 
the  Code,  these  temporary  regulations 
have  been  submitted  to  the  Chief 
Counsel  for  Advocacy  of  the  Small 
Business  Administration  for  comment 
on  their  impact  on  small  businepes. 

F.  Paperwork  Reduction  Act 

1.  Department  of  Labor  and  Department 
of  the  Treasury 

As  further  discussed  below,  these 
interim  final  regulations  contain 
enrollment  opportunity,  rescission 
notice,  and  patient  protection  disclosure 
requirements  that  are  information 
collection  requests  (ICRs)  subject  to  the 
Paperwork  Redaction  Act  of  1995  (PRA) 
(44  U.S.C.  3506(c)(2)(A)).  Each  of  these 
requirements  is  discussed  in  detail 
below. 


1 

1 


Currently,  the  Departments  are 
soliciting  60  days'of  public  comments 
concerning  these  disclosures.  The 
Departments  have  submitted  a  copy  of 
these  interim  final  regulation^  to  0MB 
in  accordance  with  44  U.S.C.  3507(d)  for 
review  of  the  information  collections. 
The  Departments  and  OMB  are 
particularly  interested  in  comments 
that: 

•  Ev^aluate  whether  the  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  practical  utility: 

•  Evaluate  the  accuracy  of  the 
agency’s  estimate  of  the  burden  of  the 
collection  of  information,  including  the 
validity  of  the  methodology  and 
assumptions  used; 

•  Enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected:  and 

•  Minimize  the  burden  of  the 
collection  of  information  on  those  who 
are  to  respond,  including  through  the 
use  of  appropriate  automated, 
electronic,  mechanical,  or  other 
technological  collection  techniques  or 
other  forms  of  information  technology, 
for  example,  by  permitting  electronic 
submission  of  responses. 

Comments  should  be  sent,  to  the 
Office  of  Information  and  Regulatory 
Affairs,  Attention:  Desk  Officer  for  the 
Employee  Benefits  Security 
Administration  either  by  fax  to  (202) 
395-7285  or  by  e-mail  to 
oira_submission@omb.eop.gov.  A  copy 
of  the  ICR  may  be  obtained  by 
contacting  the  PRA  addressee:  G. 
Christopher  Cosby,  Office  of  Policy  and 
Research,  U.S.  Department  of  Labor, 
Employee  Benefits  Security 
Administration,  200  Constitution 
Avenue,  NW.,  Room  N-5718, 
Washington,  DC  20210.  Telephone: 

(202)  693-8410;  Fax:  (202)  219-4745. 
These  are  not  toll-free  numbers.  E-mail: 
ebsa.opT@doI.gov.  ICRs  submitted  to 
OMB  also  are  available  at  reginfo.gov 
{http://www.reginfo.gov/public/do/  ' 
PRAMain). 

a.  ICR  Regarding  Affordable  Care  Act 
Enrollment  Opportunity  Notice  Relating 
to  Lifetime  Limits 

As  discussed  earlier  in  this  preamble 
these  interim  final  regulations  require  a 
plan  or  issuer  to  provide  an  individual 
whose  coverage  ended  due  to  reaching 
a  lifetime  limit  on  the  dollar  value  of  all 
benefits  with  an  opportunity  to  enroll 
(including  notice  of  an  opportunity  to 
enroll)  that  continues  for  at  least  30 
days,  regardless  of  whether  the  plan  or 
coverage  offers  an  open  enrollment 
period  and  regardless  of  when  any  open 
enrollment  period  might  otherwise 


pccur.  This  enrollment  opportunity 
must  be  presented  not  later  than  the  first 
day  of  the  first  plan  year  (or,  in  the 
individual  market,  policy  year) 
beginning  on  or,after  September  23, 
2010-(w'hich  is  the  applicability  date  of 
PHS  Act  section  2711).  Coverage  must 
begin  not  later  than  the  first  day  of  the 
first  plan  year  (in  the  individual  market, 
policy  year)  beginning  on  or  after 
September  23,  2010.’^**  The  Affordable 
Care  Act  dependent  coverage 
enrollment  notice  is  an  ICR  subject  to 
the  PRA. 

The  Departments  estimate  that 
approximately  29,000  individuals 
qualify  for  this  enrollment  right,  which 
as  discussed  more  fully  below,  should 
be  considered  an  upward  bound.  The 
estimate  is  based  on  the  following 
methodology.  The  Departments  estimate 
that  of  the  approximately  139.6  million 
individuals  in  ERISA-covered  plans.’^-’ 
63  percent  of  such  individuals  are 
covered  by  plans  with  lifetime  limits. ^20 

While  limited  data  are  available 
regarding  lifetime  limits,  the 
Departments  estimated  that  the  average 
lifetime  limit  across  all  markets  is  about 
$4.7  million, ^21  which  means  that  an 
individual  would  exceed  a  lifetime  limit 
by  incurring  at  least  $4.7  million  in 
medical  expenses  during  one  year  or 
across  many  years.  Although  the 
Departments  are  unable  to  track 
spending  across  time  to  estimate  the 
number  of  individuals  that  would  reach 
the  lifetime  limit,  the  Departments 
estimate  that  about  0.033  percent  of 
individuals  incur  more  than  $1  million 
in  medical  spending  in  a  year.122  jf 


’'®The  interim  final  regulations  require  any 
individual  enrolling  in  group  health  plan  coverage 
pursuant  to  this  enrollment  right  must  be  treated  as 
a  special^-nrollee,  as  provided  under  HfPAA 
portability  rules.  Accordingly’,  the  individual  must 
be  offered  all  the  benefit  packages  available  to 
similarly  situated  individuals  who  did  not  lose 
coverage  due  to  reaching  a  lifetime  limit  or 
cessation  of  dependent  status.  The  individual  also 
cannot  be  required  to  pay  more  for  coverage  than 
similarly  situated  individuals  who  did  not  lose 
coverage  due  to  reaching  a  lifetime  limit. 

*’®The  Departments’  estimate  is  based  on  the 
2009  March  Current  Population  Survey  (CPS). 

'“The  Departments’  estimate  for  large  and  small 
employer  health  plans  is  derived  from  The  Kaiser 
Family  Foundation  and  Health  Research  & 
Educational  Trust,  Employer  Health  Benefits:  2009 
Annual  Survey  (Sept.  2009),  at  http://ehbs.kff.org/ 
pdf/2009/7936.pdf.  Exhibit  13.12. 

'V  The  Departments’  estimate  is  based  on 
America’s  Health  Insurance  Plans.  Individual  ‘ 
Health  Insurance  2009:  A  Comprehensive  Survey  of 
Premiums,  Availability  and  Benefits.  (Oct.  2009)  at 
http  ://w\vw.  ahipresearch .  org/pdfs/ 
2009IndividuaIMarketSurveyFinaIBeport.pdf,  Table 
17;  and  America’s  Health  Insurance  Plans, 
Individual  Health  Insurance  2008:  Small  Group 
Health  Insurance,  Table  22. 

'“The  Departments’  estimate  is  based  on 
adjusted  insurer  claims  and  MEPS-HC 
expenditures. 
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these  individuals  incurred  this  amount 
every  year,  29,000  individuals  would 
incur  expenses  of  at  least  the  $4.7 
million  limit  by  the  fifth  year. 

There  are  several  reasons  to  suspect 
that  these  assumptions  lead  to  an  over¬ 
estimate.  First,  individuals  would  have 
to  average  $1  million  in  medical 
expenses  per  year  to  exceed  the  $4.7 
million  limit.  Second,  an  individual’s 
lifetime  limit  is  reset  if  he  switches 
employers  or,  for  employees  who  work 
for  employers  with  multiple  health 
insurance  coverage  options,  switches  to 
a  different  health  insurance  plan. 

The  interim  final  regulations  require 
plans  or  insurers  to  notify  individuals 
whose  coverage  ended  due  to  reaching 
a  lifetime  limit  on  the  dollar  value  of  all 
benefits  that  they  are  now  eligible  to 
reenroll  in  the  plan  or  policy.  The 
Departments  assume  that  the  notice  for 
all  plans  and  policies  (including  self- 
insured  plans  that  are  administered  by 
insurers)  will  be  prepared  by  the 
estimated  630  health  insurers  operating 
in  the  United  States.^23  Qjj  average;  the 
Departments  expect  that  one-half  hour 
of  a  legal  professional’s  time,  valued  as 
$119,  will  be  required  to  draft  this 
notice,  resulting  in  an  hour  burden  of 
approximately  160  hours  with  an 
equivalent  cost  of  $19,000. 

The  Departments  assume  that  insurers 
track  information  regarding  individuals 
that  have  lost  coverage  due  to  reaching 
a  lifetime  limit  (including  contact 
information  in  their  administrative 
records).  Based  on  the  foregoing,  the 
Departments  estimate  that,  on  average, 
five  minutes  of  a  clerical  staff  member’s 
time,  valued  at  $26  per  hour  will  be 
required  to  incorporate  the  specific 
information  into*  the  notice  and  mail  the 
estimated  29,000  notices.  This  results  in 
an  estimated  hour  burden  of 
approximately  2,400  hours  with  an 
equivalent  cost  of  $63,000.  Therefore, 
the  total  hour  burden  of  this  notice 
requirement  is  approximately  2,600 
hours  with  an  equivalent  cost  of 
$82,000. 

The  associated  cost  burden  of  the  rule 
results  from  material  and  mailing  costs 
that  are  required  to  distribute  the 
estimated  29,000  notices.  The 


'23  While  plans  could  prepare  their  own  notice, 
the  Departments  assume  that  the  notices  will  be 
prepar^  by  service  providers.  The  Departments 
have  previously  estimated  that  there  are  630  health 
insurers  (460  providing  coverage  in  the  group 
market,  and  490  providing  coverage  in  the 
individual  market).  These  estimates  are  from  NAIC 
2007  financial  statements  data  and  the  California 
Department  of  Managed  Healthcare  (2009),  at 
httpy/wpso.dmhc.ca.gov/hpsearch/viewa]Laspx. 
Because  the  hour  and  cost  biu'den  is  shared 
between  the  Departments  of  Labor/Treasury  and  the 
Department  of  Health  and  Human  Services,  the 
burden  to  prepare  the  notices  is  calculated  using 
half  the  number  of  insurers  (315). 


Departments  estimate  that  the  notice 
will  be  one-page  in  length,  material  and 
print  costs  will  be  five  cents  per  page, 
and  postage  will  be  44  cents  per  notice 
resulting  in  a  pec  notice  cost  of  49  cents. 
This  leads  to  a  total  cost  burden  of 
approximately  $14,000  to  distribute  the 
notices. 

Type  of  Review:  New  collection. 

Agencies:  Employee  Benefits  Security 
Administration,  Department  of  Labor; 
Internal  Revenue  Service,  U.S. 
Department  of  the  Treasury. 

Title:  Notice  of  Special  Enrollment 
Opportunity  under  the  Patient 
Protection  and  Affordable  Care  Act 
Relating  to  Lifetime  Limits. 

OMB  Number:  1210-0143:  1545- 
2179. 

Affected  Public:  Business  or  other  for- 
profit;  not-for-profit  institutions. 

Total  Respondents:  315’. 

Total  Responses:  29,000. 

Frequency  of  Response:  One-time. 

Estimated  Total  Annual  Burden 
Hours:  1,300  hours  (Employee  Benefits 
Security  Administration):  1,300  hours 
(Internal  Revenue  Service). 

Estimated  Total  Annual  Burden  Cost: 
$7,000  (Employee  Benefits  Security 
Administration);  $7,000  (Internal 
Revenue  Service). 

b.  ICR  Regarding  Affordable  Care  Act 
Notice  Relating  to  Rescission 

As  discussed  earlier  in  this  preamble, 
PHS  Act  Section  2712  and  these  interim 
final  regulations  provide  rules  regarding 
rescissions  for  group  health  plans  and 
health  insurance  issuers  that  offer  group 
of  individual  health  insurance  coverage. 
A  plan  or  issuer  must  not  rescind 
coverage  under  the  plan,  policy, 
certificate,  or  contract  of  insurance 
except  in  the  case  of  fraud  or  intentional 
misrepresentation  of  a  material  fact. 
These  interim  final  regulations  provide 
that  a  group  health  plan  or  a  health 
insurance  issuer  offering  group  health 
insurance  coverage  must  provide  at  least 
30  calendar  days  advance  notice  to  an 
individual  before  coverage  may  be 
rescinded. 

The  Departments  assume  that " 
rescissions  are  rare  in  the  group  market 
and  that  small  group  health  plans  are 
affected  by  rescissions.  The 
Departments  are  not  aware  of  a  data 
source  on  the  number  of  group  plans 
whose  policy  is  rescinded;  therefore,  the 
Departments  assume  that  100  group 
health  plan  policies  are  rescinded  in  a 
year.  The  Departments  estimate  that 
there  is  an  average  of  16  participants  in 
small,  insured  plans.^24  Based  on  these 


’2<U.S.  Department  of  Labor,  EBSA  calculations 
using  the  March  2008  Current  Population  Survey 
Annual  Social  and  Economic  Supplement  and  the 
2008  Medical  Expenditure  Panel  Survey. 


numbers  the  Departments  estimate  that 
approximately  100  policies  are 
rescinded  during  a  year,  which  would 
result  in  1,600  notices  being  sent  to 
affected  participants.  The  Departments 
estimate  that  15  minutes  of  legal 
profession  time  at  $119  per  hour  would 
be  required  by  the  insurers  of  the  100 
plans  to  prepare  the  notice  and  one 
minute  per  notice  of  clerical 
professional  time  at  $26  per  hour  would 
be  required  to  distribute  the  notice.  This 
results  in  an  hour  burden  of 
approximately  50  hours  with  an 
equivalent  cost  of  approximately  $3,700. 
The  Departments  estimate  that  the  cost 
burden  associated  with  distributing  the 
notices  will  be  approximately  $800.^25 

These  paperwork  burden  estimates 
are  summarized  as  follows: 

Type  of  Review:  New  collection. 

Agencies:  Employee  Benefits  Security 
Administration,  Department  of  Labor; 
Internal  Revenue  Service,  U.S. 
Department  of  the  Treasury. 

Title:  Required  Notice  of  Rescission  of 
Coverage  under  the  Patient  Protection 
and  Affordable  Care  Act  Disclosures. 

OMB  Number:  1210-0141;  1545- 
2180. 

Affected  Public:  Business  or  other  for- 
profit;  not-for-profit  institutions. 

Total  Respondents:  100. 

Total  Responses:  1,600. 

Frequency  of  Response:  Occasionally. 

Estimated  Total  Annual  Burden 
Hours:  25  hours  (Employee  Benefits 
Security  Administration);  25  hours 
(Internal  Revenue  Service). 

Estimated  Total  Annual  Burden  Cost: 
$400  (Employee  Benefits  Security 
Administration);  $400  (Internal  Revenue 
Service). 

c.  ICR  Regarding  Affordable  Care  Act 
Patient  Protection  Disclosure  • 
Requirement 

As  discussed  earlier  in  this  preamble, 
PHS  Act  section  2 719 A  imposes,  with 
respect  to  a  group  health  plan,  or  group 
or  individual  health  insurance  coverage, 
a  set  of  three  requirements  relating  to 
the  choice  of  health  care  professionals. 
When  applicable,  it  is  important  that 
individuals  enrolled  in  a  plan  or  health 
insurance  coverage  know  of  their  rights 
to  (1)  choose  a  primary  care  provider  or 
a  pediatrician  when  a  plan  or  issuer 
requires  participants  or  subscribers  to 
designate  a  primary  care  physician;  or 
(2)  obtain  obstetrical  or  gynecological 
care  without  prior  authorization. 
Accordingly,  these  interim  final 
regulations  require  such  plans  and 
issuers  to  provide  a  notice  to 


'2*  This  estimate  is  based  on  an  average  document 
size  of  one  page,  $.05  cents  per  page  material  and 
printing  costs,  and  $.44  cent  postage  costs. 
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participants  (in  the  individual  market, 
primary  subscriber)  of  these  rights  when 
applicable.  Model  language  is  provided 
in  these  interim  final  regulations.  The 
notice  must  be  provided  whenever  the 
plan  or  issuer  provides  a  participant 
with  a  summary  plan  description  or 
other  similar  description  of  benefits 
under  the  plan  or  health  insurance 
coverage,  or  in  the  individual  market, 
provides  a  primary  subscriber  with  a 
policy,  certificate,  or  contract  of  health 
insurance.  The  Affordable  Care  Act 
patient  protection  disclosure 
requirement  is  an  ICR  subject  to  the 
PRA. 

In  order  to  satisfy  these  interim  final 
regulations’  patient  protection 
disclosure  requirement,  the 
Departments  estimate  that  339,000 
ERISA-covered  plans  will  need  to  notify 
an  estimated  8.0  million  policy  holders 
of  their  plans’  policy  in  regards  to 
designating  a  primary  care  physician 
and  for  obstetrical  or  gynecological 
visits. ^26  q’he  following  estimates  arfe 
based  on  the  assumption  that  22  percent 
of  group  health  plans  will  not  have 
grandfathered  health  plan  status  in 
2011.  Because  the  interim  final 
regulations  provide  model  language  for 
this  purpose,  the  Departments  estimate 
that  five  minutes  of  clerical  time  (with, 
a  labor  rate  of  $26. 14/hour)  will  be 
required  to  incorporate  the  required 
language  into  the  plan  document  and 
ten  minutes  of  a  human  resource 
professional’s  time  (with  a  labor  rate  of 
$89. 12/hour)  will  be  required  to  review 
the  modified  language. ^^7  Therefore,  the 
Departments  estimate  that  plans  will 
incur  a  one-time  hour  burden  of  85,000 
hours  with  an  equivalent  cost  of  $5.8 
million  to  meet  the  disclosure 
requirement  in  the  first  year. 

The  Departments  assume  that  only 
printing  and  material  costs  are 
associated  with  the  disclosure 
requirement,  because  the  interim  final 
regulations  provide  model  language  that 
can  be  incorporated  into  existing  plan 


•^•^The  Departments’  estimate  of  the  numbejr  of 
ERISA-covered  health  plans  was  obtainec  from  the 
2008  Medical  Expenditure  Panel  Survey’s  Insurance 
component  The  estimate  of  the  number  of  policy 
holders  was  obtained  from  the  2009  Current 
Population  Survey.  Information  on  HMO  and  POS 
plans  and  enrollment  in  such  plans  was  obtained 
from  tbe  Kaiser/HRET  SurVey  of  Employer 
Sponsored  Health  Benefits,  2009.  The  methodology' 
used  to  estimate  the  percentage  of  plans  that  will 
not  be  grandfathered  in  2011  is  addressed  in  the 
Departments’  Interim  'Final  Rules  for  Group  Health 
Plans  and  Health  Insurance  Coverage  Relating  to 
Status  as  a  Grandfathered  Health  Plan  under  the 
Patient  Protection  and  Affordable  Care  Act  that 
were  issued  on  June  17,  2010  (75  FR  34538). 

EBSA  estimaties  of  labor  rates  include  wages, 
other  benefits,  and  overhead  based  on  the  National 
Occupational  Employment  Survey  (May  2008, 
Bureau  of  Labor  StatLstics)  and  the  Employment 
Cost  Index  June  2009,  Bureau  of  Labor  Statistics). 


documents,  such  as  an  SPD.  The 
Departments  estimate  that  the  notice . 
will  require  one-half  of  a  page,  five 
cents  per  page  printing  and  material 
cost  will  be  incurred,  and  38  percent  of 
the  notices  will  be  delivered 
electronically.  This  results  in  a  cost 
burden  of  $124,000  ($0.05  per 
page*  1/2  pages  per  notice  *  8.0  million 
notices*0.62). 

Plans  that  relinquish  their  grandfather 
status  in  subsequent  years  also  will 
become  subject  to  this  notice 
requirement  and  incur  a  cost  to  prepare 
and  distribute  the  notice  in  the  year 
they  relinquish  their  grandfather  status. 
The  Departments  estimate  a  total  hour 
burden  of  62,000  hours  in  2012  and 
50,000  in  2013  for  plans  relinquishing 
their  gremdfather  status  in  2012  or  2013. 
There  also  will  be  an  estimated  total 
cost  burden  of  $90,000  in  2012  and 
$73,000  in  2013. 

The  Departments  note  that  persons 
are  not  required  to  respond  to,  and 
generally  are  not  subject  to  any  penalty 
for  failing  to  comply  with,  an  ICR  unless 
the  ICR  has  a  valid  OMB  control 
number. 

These  paperwork  burden  estimates 
are  summarized  as  follows: 

Type  of  Review:  New  Collection. 

Agencies:  Employee  Benefits  Security 
Administration,  Department  of  Labor; 
Internal  Revenue  Service,  U.S. 
Deprntment  of  Treasury. 

Title:  Disclosure  Requirement  for 
Patient  Protections  under  the  Affordable 
Ckre  Act. 

OMB  Number:  1210-0142;  1545- 
2181. 

Affected  Public:  Business  or  other  for- 
profit;  not-for-profit  institutions. 

Total  Respondents:  262,000  (three 
year  average). 

Total  Responses:  6,186,000  (three  year 
average). 

Frequency  of  Response:  One  time. 

Estimated  Total  Annual  Burden 
Hours:  33,000  (Employee  Benefits 
Security  Administration);  33,000 
(Internal  Revenue  Service). 

Estimated  Total  Annual  Burden  Cost: 
$48,000  (Employee  Benefits  Security 
Administration);  $48,000  (Internal 
Revenue  Service). 

2.  Department  of  Health  and  Human 
Services 

As  discussed  above  in  the  Department 
of  Labor  and  Department  of  the  Treasury 
PRA  section,  these  interim  final 
regulations  contain  an  enrollment 
opportunity  notice,  rescissions  notice, 
and  patient  protection  disclosures . 
requirement  for  issuers.  These 
requirements  are  information  collection 
requirements  under  the  Paperwork 
Reduction  Act.  Each  of  these 


requirefnents  is  discussed  in  detail 
below. 

a.  ICR  Regarding  Affordable  Care  Act 
Enrollment  Opportunity  Notice 
Regarding  Lifetime  Limits 

PHS  Act  section  2711  and  these 
interim  final  regulations  require  health 
insurance  issuers  offering  individual 
health  insurance  coverage  to  provide  an 
individual  whose  coverage  ended  due  to 
reaching  a  lifetime  limit  on  the  dollar 
value  of  all  benefits  with  an  opportunity 
to  enroll  (including  notice  of  an 
opportunity  to  enroll)  that  continues  for 
at  least  30  days,  regardless  of  whether 
the  plan  or  coverage  offers  an  open 
enrollment  period  and  regardless  of 
when  any  open  enrollment  period  might 
otherwise  occur.  This  enrollment 
opportunity  must  be  presented  not  later 
than  the  first  day  of  the  first  plan  year 
(or,  in  the  individual  market,  policy 
year)  beginning  on  or  after  September 
23,  2010  (which  is  the  applicability  date 
of  PHS  Act  section  2711).  Coverage 
must  begin  not  later  than  the  first  day 
of  the  first  plan  year  (or  policy  year  in 
the  individual  market)  beginning  on  or 
after  September  23,  2010.^^® 

The  Department  estimates  that 
approximately  13,182  individuals 
qualify  for  this  enrollment  right,  which 
as  discussed  more  fully  below,  should 
be  considered  an  upward  bound.  The 
estimate  is  based  on  the  following 
methodology.  The  Department  estimates 
that  of  the  approximately  16.5  million 
individuals  covered  by  family 
policies  in  the  individual  market,  89 
percent  of  such  individuals  have  a 
policy  with  a  lifetime  limit. The 
Department  also  estimates  that  out  of 
the  approximately  40.1  million 
individuals  covered  by  public,  non- 
Federal  employer  group  health  plans 
sponsored  by  State  and  local 
governments,^®^  63  percent  of  such 


''“The  interim  final  regulations  require  any 
individual  enrolling  in  group  health  plan  coverage 
pursuant  to  this  enrollment  right  must  be  treated  as 
a  special  enrol  lee,  as  provided  under  HIPA.^ 
qjortability  rules.  Accordingly,  the  individual  must 
be  offered  all  the  benefit  packages  available  to 
similarly  situated  individuals  who  did  not  lose 
coverage  due  to  reaching  a  lifetime  limit  or 
cessation  of  dependent  status.  The  individual  also 
cannot  be  required  to  pay  more  for  coverage  than 
similarly  situated  individuals  who  did  not  lose 
coverage  due  to  reaching  a  lifetime  limit. 

"''The  Department's  estimate  is  based  on  the 
2009  March  Current  Population  Survey  (CPS). 

'““The  Department’s  estimate  for  individual 
health  plans  is  derived  from  America’s  Health 
Insurance  Plans.  Individual  Health  Insurance  2009: 
A  Comprehensive  Survey  of  Premiums,  Availability 
and  Benefits,  (Oct.  2009)  at  http:// 
www.ahipresearch.org/pdfs/ 

2009lndividualMarketSurveyFinalReport.pdf,  Table 
10  and  Table  17. 

The  Department’s  estimate  is  based  on  the 
2009  March  Current  Population  Survey  (CPS). 
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individuals  are  covered  by  plans  with 
lifetime  limits. 

While  limited  data  are  available 
regarding  lifetime  limits,  the 
Department  estimated  that  the  average 
lifetime  limit  across  all  markets  is  about 
S4.7  million. which  means  that  an 
individual  would  exceed  a  lifetime  limit 
by  incurring  at  least  S4.7  million  in 
medical  expenses  during  one  year  or 
across  many  years.  Although  the 
Department  is  unable  to  track  spending 
across  time  to  estimate  the  number  of 
individuals  that  would  reach  the 
lifetime  limit,  the  Department  estimates 
that  about  0.033  percent  of  individuals 
incur  more  than  SI  million  in  medical 
spending  in  a  year.'^"*  If  these 
individuals  incurred  this  amount  every 
year,  13,000  individuals  would  incur 
expenses  of  at  least  the  $4.7  million 
limit  by  the  fifth  year. 

There  are  several  reasons  to  suspect 
that  these  assumptions  lead  to  an  over¬ 
estimate.  First,  individuals  who  incur 
Si  million  of  medical  expenses  in  a  year 
would  need  to  sustain  this  level  every 
year  for  five  years  to  exceed  the  $4.7 
million  limit.  Second,  ah  individual’s 
lifetime  limit  is  reset  if  he  switches 
employers  or,  for  employees  w'ho  work 
for  employers  with  multiple  health 
insurance  coverage  options,  switches  to 
a  different  health  insurance  plan. 

These  interim  final  regulations 
require  plans  or  insurers  to  notify 
individuals  w'hose  coverage  ended  due 
to  reaching  a  lifetime  limit  on  the  dollar 
value  of  all  benefits  that  they  are  now 
eligible  to  reenroll  in  the  plan  or  policy. 
The  Department  assumes  that  the  notice 
for  all  plans  and  policies  (including  self- 
insured  plans  that  are  administered  by 
insurers)  will  be  prepared  by  the 
estimated  630  health  insurers  operating 
in  the  United  States. On  average,  the 

’^^The  Departments’  estimate  for  large  and  small 
employer  health  plans  is  derived  from  The  Kaiser 
Family  Foundation  and  Health  Research  & 
Educational  Trust.  Employer  Health  Benefits:  2009 
Annual  Survey  (Sept.  2009),  at  http://ehbs.kff.org/ 
pdf/2009/7936.pdf.  Exhibit  13.12. 

>33 The  Department's  estimate  is  based  on 
.\merica’s  Health  Insurance  Plans,  Individual 
Health  Insurance  2009:  A  Comprehensive  Sunvy  of 
Premiums,  Availability  and  Benefits,  (Oct.  2009)  at 
http:/ /WWW. ahipresearch.org/pdfs/ 
2009lndividualMarketSurveyFinalHeport.pdf,  Table 
17;  and  ,\merica’s  Health  Insurance  Plans. 
Individual  Health  Insurance  2008:  Small  Group 
Health  Insurance,  Table  22. 

>3-*  The  Departments’  estimate  is  based  on 
adjusted  insurer  claims  and  MEPS-HC 
expenditures. 

>33  while  plans  could  prepare  their  own  notice, 
the  Departments  assume  that  the  notices  will  be 
prepared  by  service  providers.  The  Departments 
have  previously  estimated  that  there  are  630  health 
insurers  (460  providing  coverage  in  the  group 
market,  and  490  providing  coverage  in  the 
individual  market).  These  estimates  are  from  NAIC 
2007  financial  statements  data  and  the  California 


Department  expects  that  one-half  hour 
of  a  legal  professional’s  time,  valued  as 
$119,  will  be  required  to  draft  this 
notice,  resulting  in  an  hour  burden  of 
approximately  200  hours  with  an 
equivalent  cost  of  $19,000. 

The  Department  assumes  that  plans 
and  insurers  track  information  regarding 
individuals  that  have  lost  coverage  due 
to  reaching  a  lifetime  limit  (including 
contact  information)  in  their 
administrative  records.  Based  on  the 
foregoing,  the  Department  estimates 
that,  on  average,  five  minutes  of  a 
clerical  staff  member’s  time,  valued  at 
$26.14  per  hour  will  be  required  to 
incorporate  the  specific  information  into 
the  notice  and  mail  the  estimated  13,000 
notices.  This  results  in  an  estimated 
hour  burden  of  approximately  1,100 
hours  with  an  equivalent  cost  of 
$29,000.  Therefore,  the  total  hour 
burden  of  this  notice  requirement  is 
1,300  hours  with  an  equivalent  cost  of 
$48,000. 

The  associated  cost  burden  of  the  rule 
results  from  material  and  mailing  cost  to 
distribute  the  estimated  13,000  notices. 
The  Department  estimates  that  the 
notice  will  be  one-page  in  length, 
material  and  print  costs  will  be  five 
cents  per  page,  and  postage  will  be  44 
cents  per  notice  resulting  in  a  per  notice 
cost  of  49  cents.  This  leads  to  a  total 
estimated  cost  burden  of  approximately 
$6,500  to  distribute  the  notices. 

Type  of  Review:  New  collection. 

Agency:  Department  of  Health  and 
Human  Services. 

Title:  Patient  Protection  and 
Affordable  Care  Act  Enrollment 
Opportunity  Notice  Relating  to  Lifetime 
Limits. 

OMB  Number:  0938-1094. 

Affected  Public:  Business;  State, 

Local,  or  Tribal  Governments. 

Respondents:  630. 

Responses:  13,000. 

Frequency  of  Response:  One-time. 

Estimated  Total  Annual  Burden 
Hours:  1,300  hours. 

Estimated  Total  Annual  Burden  Cost: 
$6,500. 

b.  ICR  Regarding  Affordable  Care  Act 
Notice  Relating  to  Rescission 

As  discussed  earlier  ip  this  preamble, 
PHS  Act  Section  2712  emd  these  interim 
final  regulations  prohibit  group  health 
plans  and  health  insurance  issuers  that 
offer  group  or  individual  health 
insurance  coverage  generally  from 


Department  of  Managed  Healthcare  (2009),  at 
http://wpso.dmhc.ca.gov/hpsearch/viewall.aspx. 
Because  the  hour  and  cost  burden  is  shared  among 
the  Departments  of  Labor/Treasury  and  the 
Department  of  Health  and  Human  Services,  the 
burden  to  prepare  the  notices  is  calculated  using 
half  the  number  of  insurers  (315). 


rescinding  coverage  under  the  plan, 
policy,  certificate,  or  contract  of 
insurance  from  the  individual  covered 
under  the  plan  or  coverage  unless  the 
individual  (or  a  person  seeking  coverage 
on  behalf  of  the  individual)  performs  an 
act,  practice,  or  omission  that 
constitutes  fraud,  or  unless  the 
individual  makes  an  intentional 
misrepresentation  of  material  fact,  as 
prohibited  by  the  terms  of  the  plan  or 
coverage.  These  interim  final 
regulations  provide  that  a  group  health 
plan  or  a  health  insurance  issuer 
offering  group  health  insurance 
coverage  must  provide  at  least  30  days 
advance 'notice  to  an  individual  before 
coverage  may  be  rescinded. 

This  analysis  assumes  that  rescissions 
only  occur  in  the  individual  health 
insurance  market,  because  rescissions  in 
the  group  market  are  rare.  The 
Department  estimates  that  there  are 
approximately  7.1 'million  individual 
policy  holders  in  the  individual  market 
during  a  year.  A  report  on  rescissions 
finds  that  0.15  percent  of  policies  were 
rescinded  during  the  2004  to  2008  time 
period. '36  Based  on  these  numbers,  the 
Department  estimates  that 
approximately  10,700  policies  are 
rescinded  during  a  year,  which  would 
result  in  10,700  notices  being  sent  to 
affected  policyholders.  The  Department 
estimates  that  15  minutes  of  legal 
profession  time  at  $119  per  hour  would 
be  required  by  the  estimated  490 
insurers  in  the  individual  market  to 
prepare  the  notice  and  one  minute  per 
notice  of  clerical  professional  time  at 
$26  per  hour  would  be  required  to 
distribute  the  notice.  This  results  in  an 
hour  burden  of  approximately  300  hours 
with  an  equivalent  cost  of 
approximately  $19,200.  The  Department 
estimates  that  the  cost  burden 
associated  with  distributing  the  notices 
will  be  approximately  $5,200. '37 

These  paperwork  burden  estimates 
are  summarized  aS  follows: 

Type  of  Review:  New  collection. 

Agency:  Department  of  Health  and 
Human  Services. 

Title:  Required  Notice  of  Rescission  of 
Coverage  under  the  Patient  Protection 
and  Affordable  Care  Act  Disclosures. 

OMB  Number:  0938-1094. 

Affected  Public:  For  Profit  Business. 

Respondents:  490. 

Responses:  10,700. 

Frequency  of  Response:  Occasionally. 


>36  NAIC  Report  “Rescission  Data  Call  of  the 
NAIC  Regulatory  Framework  (B)  Task  Force” 
December  17,  2009.  http://www.naic.org/ 
documents/committees_b_regulatory_ 
framework_rescission_;data_calI_report.pdf. 

>33  This  estimate  is  based  on  an  average  document 
size  of  one  page,  $.05  cents  per  page  material  and 
printing  costs,  and  $.44  cent  postage  costs. 
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Estimated  Total  Annual  Burden 
Hours:  300  hours. 

Estimated  Total  Annual  Burden  Cost: 
$5,200. 

c.  ICR  Relating  to  Affordable  Care  Act 
Patient  Protections  Disclosure 
Requirement 

As  discussed  above  in  the  Department 
of  Labor  and  Department  of  Treasury 
PRA  section,  these  interim  final 
regulations  contains  a  disclosure 
requirement  for  non-grandfathered 
health  plans  or  policies  requiring  the 
designation  of  a  primary  care  physician 
or  usually  requiring  a  referral  from  a 
primary  care  physician  before  receiving 
care  from  a  specialist.  These 
requirements  are  information  collection 
requirements  under  the  PRA. 

In  order  to  satisfy  the  interim  final 
regulations’  patient  protection 
disclosure  requirement,  the  Department 
estimates  that  14,000  State  and  local 
governmental  plans  will  need  to  notify 
approximately  2.6  million  policy 
holders  of  their  plans’  policy  in  regards 
to  designating  a  primary  care  physician 
and  for  obstetrical  or  gynecological 
visits.  An  estimated  490  insurers 
providing  coverage  in  the  individual 
market  will  need  to  notify  an  estimated 
55,000  policy  holders  of  their  policy  in 
regards  to  designating  a  primary  care 
physician  and  for  obstetrical  or 
gynecological  visits.  These  estimates  are 
based  on  the  assumption  that  22  percent 
of  group  plans  and  40  percent  of 
individual  policies  will  not  have 
grandfathered  health  plan  status  in 

2011.138 

Because  the  interim  final  regulations 
provide  model  language  for  this 
purpose,  the  Department  estimates  that 
five  minutes  of  clerical  time  (with  a 
labor  rate  of  $26. 14/hour)  will  be 
required  to  incorporate  the  required 
language  into  the  plan  document  and 
ten  minutes  of  a  human  resource 
professional’s  time  (with  a  labor  rate  of 
$89. 12/hour)  will  be  required  to  review 
the  modified  language.i^a  Therefore,  the 


’3®  The  Department's  estimate  of  the  number  of 
State  and  local  governmental  health  plans  was 
obtained  from  the  2007  Census  of  Governments. 

The  estimate  of  the  number  of  policy  holders  in  the 
individual  market  were  obtained  from  the  2009 
Current  Popidation  Survey.  Information  on  HMO 
and  POS  plans  and  enrollment  in  such  plans  was 
obtained  from  the  Kaiser/HRET  Survey  of  Employer 
Spon.sored  1  lealth  Benefits,  2009.  The  methodology 
used  to  estimate  the  percentage  of  plans  that  will 
not  be  grandfathered  in  2011  was  discussed.in 
Departments’  Interim  Final  Rules  for  Group  Health 
Plans  and  Health  Insurance  Coverage  Relating  to 
Status  as  a  Grandfathered  Health  Plan  under  the 
Patient  Protection  aipd  Affordable  Care  Act  that 
were  issued  on  June  15,  2010:  75  FR  34538  (June 
17,  2010). 

’®®EBSA  estimates  of  labor  rates  include  wages, 
other  benefits,  and  overhead  based  on  the  National 


Department  estimates  that  plans  and 
insurers  will  incur  a  one-time  hour 
burden  of  3,500  hours  with  an 
equivalent  cost  of  $239,000  to  meet  the 
disclosure  requirement. 

The  Department  assumes  that  only 
printing  and  material  costs  are 
associated  with  the  disclosure 
requirement,  because  the  interim  final 
regulations  provide  model  language  that 
can  be  incorporated  into  existing  plan 
documents,  such  as  an  SPD.  The 
Department  estimates  that  the  notice 
will  require  one-half  of  a  page,  five 
cents  per  page  printing  and  material 
cost  will  be  incurred,  and  38  percent  of 
the  notices  will  be  delivered 
electronically.  This  results  in  a  cost 
burden  of  $42,000  ($0.05  per  page  * 

1/2  pages  per  notice  *  1.7  million 
notices  *  0.62). 

Plans  that  relinquish  their  grandfather 
status  in  subsequent  years  will  also 
become  subject  to  this  notice 
requirement  and  incur  a  cost  to  prepare 
and  distribute  the  notice  in  the  year 
they  relinquish  their  grandfather  status. 
Policy  holders  of  nonTgrandfathered 
policies  in  the  individual  market  will 
also  have  to  receive  this  notice.  The 
Department  estimates  a  total  hour 
burden  of  2,500  hours  in  2012  and  2,000 
in  2013  for  plans  relinquishing  their 
grandfather  status  in  such  years.  There 
will,  also  be  an  estimated  total  cost 
burden  of  $30,000  in  2012  and  $24,000 
in  2013. 

The  Department  notes  that  persons  ‘ 
are  not  required  to  respond  to,  and 
generally  are  not  subject  to  any  penalty 
for  failing  to  comply  with,  an  ICR  unless 
the  ICR  has  a  valid  OMB  control 
number. 

These  paperwork  burden  estimates 
are  summarized  as  follows: 

Type  of  Beview:  New  collection. 

Agency:  Department  of  Health  and 
Human  Services. 

Title:  Disclosure  Requirements  for 
Patient  Protection  under  the  Affordable 
Care  Act. 

OMB  Number:  0938-1094. 

Affected  Public:  Business;  State, 

Local,  or  Tribal  Governments. 

Respondents:  10;600. 

Responses:  2,067,000. 

Frequency  of  Response:  One-time. 

Estimated  Total  Annual  Burden 
Hours:  2,700  hours. 

Estimated  Total  Annual  Burden  Cost: 
$32,000. 

If  you  comment  on  any  of  these 
information  collection  requirements, 
please  do  either  of  the  following: 

1.  Submit  your  comments 
electronically  as  specified  in  the 


Occupational  Employment  Survey  (May  2008, 
Bureau  of  Labor  Statistics)  and  the  Employment 
Cost  Index  )une  2009,  Bureau  of  Labor  Statistics). 


.ADDRESSES  section  of  this  proposed  rule; 
or 

2.  Submit  your  comments  to  the 
Office  of  Information  and  Regulatory 
Affairs,  Office  qf  Management  and 
Budget,  Attention:  CMS  Desk  Officer, 
OCIIO-9994-IFC:  Fax:  (202)  395-6974; 
or  E-mail: 

OIRA_submission@omb.eop.gov. 

G.  Congressional  Review  Act 

These  interim  final  regulations  are 
subject  to  the  Congressional  Review  Act 
provisions  of  the  Small  Business 
Regulatory  Enforcement  Fairness  Act  of 
1996  (5  U.S.C.  801  et  seq.)  and  have  - 
been  transmitted  to  Congress  and  the 
Comptroller  General  for  review. 

H.  Unfunded  Mandates  Reform  Act 

The  Unfunded  Mandates  Reform  Act 

of  1995  (Puh.  L.  104-4)  requires 
agencies  to  prepare  several  analytic 
statements  before  proposing  any  rules 
that  may  result  in  annual  expenditures  • 
of  $100  million  (as  adjusted  for 
inflation)  by  State,  local  and  tribal 
governments  or  the  private  sector.  These 
interim  final  regulations  are  not  subject 
to  the  Unfunded  Mandates  Reform  Act 
because  they  are  being  issued  as  interim 
’  final  regulations.  However,  consistent 
with  the  policy  embodied  in  the 
Unfunded  Mandates  Reform  Act,  the 
regulation  hds  been  designed  to  be  the 
least  burdensome  alternative  for  State, 
local  and  tribal  governments,  and  the 
private  sector,  while  achieving  the 
objectives  of  the  Affordable  Care  Act. 

I.  Federalism  Statement — Department  of 
Labor<tnd  Department  of  Health  and 
Human  Services 

Executive  Order  13132  outlines 
fundamental  principles  of  federalism,  ’ 
and  requires  the  adherence  to  specific 
criteria  by  Federal  agencies-in  the 
process  of  their  formulation  and 
implementation  of  policies  that  have 
“substantial  direct  effects”  on  the  States, 
the  relationship  between  the  national 
government  and  States,  or  on  the 
distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  Federal  agencies 
promulgating  regulations  that  have 
these  federalism  implications  must 
consult  with  State  and  local  officials, 
and  describe  the  extent  of  their 
consultation  and  the  nature  of  the 
concerns  of  State  and  local  officials  in 
the  preamble  to  the  regulation. 

In  the  Departments’  view,  these 
interim  final  regulations  have 
federalism  implications,  because  they 
have  direct  effects  on  the  States,  the 
relationship  between  the  national 
government  and  States,  or  on  the 
distribution  of  power  and 
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responsibilities  among  various  levels  of 
government.  However,  in  the 
Departments’  view,  the  federalism 
implications  of  these  interim  final 
regulations  are  substantially  mitigated 
because,  with  respect  to  health 
insurance  issuers,  the  Departments 
expect  that  the  majority  of  States  will 
enact  laws  or  take  other  appropriate 
action  resulting  in  their  meeting  or 
exceeding  the  Federal  standards. 

In  general,  through  section  514, 

ERISA  supersedes  State  laws  to  the 
extent  that  they  relate  to  any  covered 
employee  benefit  plan,  and  preserves 
State  laws  that  regulate  insurance, 
banking,  or  securities.  While  ERISA 
prohibits  States  from  regulating  a  plan 
as  an  insurance  or  investment  company 
or  bank,  the  preemption  provisions  of 
section  731  of  ERISA  and  section  2724 
of  the  PHS  Act  (implemented  in  29  CFR 
2590.731(a)  and  45  CFR  146.143(a)) 
apply  so  that  the  HIPAA  requirements 
(including  those  of  the  Affordable  Care 
Act)  are  not  to  be  “construed  to 
supersede  any  provision  of  State  law 
which  establishes,  implements,  or 
continues  in  effect  any  standard  or 
requirement  solely  relating  to  health 
insurance  issuers  in  connection  with 
group  health  insurance  coverage  except 
to  the  extent  that  such  standard  or 
requirement  prevents  the  application  of 
a  requirement”  of  a  Federal  standard. 

The  conference  report  accompanying 
HIPAA  indicates  that  this  is  intended  to 
be  the  “narrowest”  preemption  of  State 
laws.  (See  House  Conf.  Rep.  No.  104- 
736,  at  205,  reprinted  in  1996  U.S.  Code 
Cong.  &  Admin.  News  2018.)  States  may 
continue  to  apply  State  law 
requirements  except  to  the  extent  that 
such  requirements  prevent  the 
application  of  the  Affordable  Care  Act 
requirements' that  are  the  subject  of  this 
rulemaking.  State  insurance  laws  that 
are  more  stringent  than  the  Federal 
requirements  are  unlikely  to  “prevent 
the  application  oP  the  Affordable  Care 
Act,  and  be  preempted.  Accordingly, 
States  have  significant  latitude  to 
impose  requirements  on  health 
insurance  issuers  that  are  more 
restrictive  than  the  Federal  law. 

In  compliance  with  the  requirement 
of  Executive  Order  13132  that  agencies 
examine  closely  any  policies  that  may 
have  federalism  implications  or  limit 
the  policy  making  discretion  of  the 
States,  the  Departments  have  engaged  in 
efforts  to  consult  with  and  work 
cooperatively  with  affected  Stats  and 
local  officials,  including  attending 
conferences  of  the  National  Association 
of  Insurance  Commissioners  and 
consulting  with  State  insurance  officials 
on  an  individual  basis.  It  is  expected 
that  the  Departments  will  act  in  a 


similar  fashion  in  enforcing  the 
Affordable  Care  Act  requirements. 
Throughout  the  process  of  developing 
these  interim  final  regulations,  to  the 
extent  feasible  within  the  specific 
preemption  provisions  of  HIPAA  as  it 
applies  to  the  Affordable  Care  Act,  the 
Departments  have  attempted  to  balance 
the  States’  interests  in  regulating  health 
insurance  issuers,  and  Congress’  intent 
to  provide  uniform  minimum 
protections  to  consumers  in  every  State. 
By  doing  so,  it  is  the  Departments’  view 
that  they  have  complied  with  the 
requirements  of  Executive  Order  13132. 

Pursuant  to  the  requirements  set  forth 
in  section  8(a)  of  Executive  Order 
13132,  and  by  the  signatures  affixed  to 
these  interim  final  regulations,  the 
Departments  certify  that  the  Employee 
Benefits  Security  Administration  and 
the  Centers  for  Medicare  &  Medicaid 
Services  have  complied  with  the 
requirements  of  Executive  Order  13132 
for  the  attached  regulations  in  a 
meaningful  and  timely  manner. 

V.  Statutory  Authority 

The  Department  of  the  Treasury 
temporary  regulations  are  adopted 
pursuant  to  thq  authority  contained  in 
sections  7805  and  9833  of  the  Code. 

The  Department  of  Labor  interim  final_ 
regulations  are  adopted  pursuant  to  the 
authority  contained  in  29  U.S.C.  1027, 
1059,  i;35,  1161-1168,  1169,  1181- 
1183,  1181  note,  1185,  1185a,  1185b, 
1191,  1191a,  1191b,  and  1191c;  sec. 
101(g),  Public  Law  104-191,  110  Stat. 
1936;  sec.  401(b),  Public-Law  105-200, 
112  Stat.  645  (42  U.S.C.  651  note);  sec. 
512(d),  Public  Law  110-343,  122  Stat. 
3881;  sec.  1001,  1201,  and  1562(e), 
Public  Law  111-148, 124  Stat.  119,  as 
amended  by  Public  Law  111-152, 124 
Stat.  1029;  Secretary  of  Labor’s  Order  6- 
2009,  74  FR  21524  (May  7,  2009). 

The  Department  of  Health  and  Human 
Services  interim  final  regulations  are 
adopted  pursuant  to  the  authority 
contained  in  sections  2701  through 
2763,  2791,  and  2792  of  the  PHS  Act  (42 
U.S.C.  300gg  through  300gg-63,  300gg- 
91,  and  300gg-92),  as  amended. 

List  of  Subjects 
26  CFR  Part  54 

Excise  taxes.  Health  care.  Health 
insurance.  Pensions,  Reporting  and 
recordkeeping  requirements. 

26  CFR  Part  602 

Reporting  and  recordkeeping 
requirements. 

29  CFR  Part  2590 

Continuation  coverage,  Disclosure, 
Employee  benefit  plans.  Group  health 
plans.  Health  care.  Health  insurance. 


Medical  child  support.  Reporting  and 
recordkeeping  requirements. 

45  CFR  Parts  144,  146,  and  147 

Health  care.  Health  insurance. 
Reporting  and  recordkeeping 
requirements,  and  State  regulation  of 
health  insurance. 

Steven  T.  Miller, 

Deputy  Commissioner  for  Services  and 
Enforcement,  Internal  Revenue  Service. 

Approved:  June  18,  2010. 

Michael  F.  Mundaca, 

Assistant  Secretary  of  the  Treasury  (Tax 
Policy). 

Signed  this  18th  day  of  June  2010. 

Phyllis  C.  Borzi, 

Assistant  Secretary,  Employee  Benefits 
Security  Administration,  Department  of 
Labor. 

Dated;  June  18,  2010. 

Jay  AngofF, 

Director,  Office  of  Consumer  Information  and 
Insurance  Oversight. 

Dated:  June  18,  2010. 

Kathleen  Sehelius, 

Secretary,  Department  of  Health  and  Human 
Services. 

Department  of  the  Treasury 
Internal  Revenue  Service 
26  CFR  Chapter  1 

■  Accordingly,  26  CP’R  parts  54  and  602 
are  amended  as  follows: 

PART  54— PENSION  EXCISE  TAXES 

■  Paragraph  1.  The  authority  citation 
for  part  54  is  amended  by  adding  entries 
for  §§54.9815-2704T,  54.9815-2711T, 
54.9815-2712T,  and  54.9815-2719AT  in 
numerical  order  to  read  in  part  qs 
follows: 

Authority:  26  U.S.C.  7805.  *  *  * 

Section  54.9815-2704T  also  issued  under 
26  U.S.C.  9833. 

Section  54.9815-2711T  also  issued  under 
26  U.S.C.  9833. 

Section  54.9815-2712T  also  issued  under 
*26  U.S.C.  9833.  *  *  * 

Section  54.9815-2719AT  also  issued  under 
26  U.S.C.  9833.  *  *  * 

■  Par.  2.  Section  54.9801-2  is  amended 
by  revising  tbe  definitions  of  group 
health  plan  and  preexisting  condition 
exclusion  to  read  as  follows; 

§54.9801-2  Definitions. 
***** 

Group  health  plan  or  plan  means  a 
group  health  plan  within  the  meaning  of 
§  54.9831-l(a). 

***** 

Preexisting  condition  exclusion  means 
a  limitation  or  exclusion  of  benefits 
(including  a  denial  of  coverage)  based 
on  the  fact  that  the  condition  was 
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present  before  the  effective  date  of 
coverage  (or  if  coverage  is  denjed,  the 
date  of  the  denial)  under  a  group  health 
plan  or  group  or  individual  health 
insurance  coverage  (or  other  coverage 
provided  to  federally  eligible 
individuals  pursuant  to  45  CFR  part 
148),  whether  or  not  any  medical 
advice,  diagnosis,  care,  or  treatment  was 
recommended  or  received  before  that 
day.  A  preexisting  condition  exclusion 
includes  any  limitation  or  exclusion  of 
benefits  (including  a  denial  of  coverage) 
applicable  to  an  individual  as  a  result  of 
information  relating  to  an  individual’s 
health  status  before  the  individual’s 
effective  date  of  coverage  (or  if  coverage 
is  denied,  the  date  of  the  denial)  under 
a  group  health  plan,  or  group  or 
individual  health  insurance  coverage  (or 
other  coverage  provided  to  Federally 
eligible  individuals  pursuant  to  45  CFR 
part  148),  such  as  a  condition  identified, 
as  a  result  of  a  pre-enrollment 
questionnaire  or  physical  examination 
given  to  the  individual,  or  review  of 
medical  records  relating  to  the  pre¬ 
enrollment  period. 

■  Par.  3.  Section  54.9801-3  is  amended 
by  revising  paragraph  (a)(l)(i)  to  read  as 
follows: 

§54.9801-3  Limitations  on  preexisting 
condition  exciusion  period. 

^  (a)  *  *  * 

(1)  *  *  * 

(1)  A  preexisting  condition  exclusion 
means  a  preexisting  condition  exclusion 
within  the  meaning  set  forth  in 

§  54.9801-2. 

*  *  *  *  ^  * 

■  Par.  4.  Section  54.9815-2704T  is 
added  to  read  as  follows: 

§  54.981 5-2704T  Prohibition  of  preexisting 
condition  exclusions  (temporary). 

(a)  No  preexisting  condition 
exclusions — (1)  In  general.  A  group 
health  plan,  or  a  health  insurance  issuer 
offering  group  health  insurance 
coverage,  may  not  impose  any 
preexisting  condition  exclusion  (as 
defined  in  §  54.9801-2). 

(2)  Examples.  The  rules  of  this 
paragraph  (a)  are  illustrated  by  the 
following  examples  (for  additional 
examples  illustrating  the  definition  of  a 
preexisting  condition  exclusion,  see 
§54.9801-3(a)(l)(ii)): 

Example  1.  (i)  Facts.  A  group  health  plan 
provides  benefits  solely  through  an  insurance 
policy  offered  by  Issuer  P.  At  the  expiration 
of  the  policy,  the  plan  switches  coverage  to 
a  policy  offered  by  Issuer  N.  N’s  policy 
excludes  benefits  for  oral  surgery  required  as 
a  result  of  a  traumatic  injury  if  the  injury 
occurred  before  t*he  effective  date  of  coverage 
under  the  policy. 

(ii)  Conclusion.  In  tnis  Example  1,  the 
exclusion  of  benefits  for  oral  surgery  required 


as  a  result  of  a  traumatic  injury  if  the  injury 
occurre'd  before  the  effective  date  of  coverage 
is  a  preexisting  condition  exclusion  because 
it  operates  to  exclude  benefits  for  a  condition 
based  on  the  fact  that  the  condition  was 
present  before  the  effective  date  of  coverage 
under  the  policy. 

Example  2.  (i)  Facts.  Individual  C  applies 
for  individual  health  insurance  coverage  with 
Issuer  M.  M  denies  C's  application  for 
coverage  because  a  pre-enrollment  physical 
revealed  that  C  has  type  2  diabetes. 

(ii)  Conclusion.  See  Example  2  in  45  CFR 
147.108(a)(2)  for  a  conclusion  that  M’s  denial 
of  C’s  application  for  coverage  is  a 
preexisting  condition  exclusion  because  a 
denial  of  an  application  for  coverage  based 
on  the  fact  that  a  condition  was  present 
before  the  date  of  denial  is  an  exclusion  of 
benefits  based  on  a  preexisting  condition. 

(b)  Effective/applicability  date — (1) 
General  applicability  date.  Except  as 
provided  in  paragraph  (b)(2)  of  this 
section,  the  rules  of  this  section  apply 
for  plan  years  beginning  on  or  after 
January  1,  2014. 

(2)  Early  applicability  date  for 
children.  The  rules  of  this  section  apply 
with  respect  to  enrOllees,  including 
applicants  for  enrollment,  who  are 
under  19  years  of  age  for  plan  years 
beginning  on  or  after  September  23, 

2010. 

(3)  Applicability  to  grandfathered 
health  plans.  See  §  54.9815-1251T  for 
determining  the  application  of  this 
section  to  grandfathered  health  plans 
(providing  that  a  grandfathered  health 
plail  that  is  a  group  health  plan  or  group 
health  insurance  coverage  must  comply 
with  the  prohibition  against  preexisting 
condition  exclusions). 

(4)  Example.  The  rules  of  this 
paragraph  (b)  are  illustrated  by  the 
following  example: 

Example,  (i)  Facts.  Individual  F 
commences  employment  and  enrolls  F  and 
F’s  T6-year-old  child  in  the  group  health  plan 
maintained  by  F’s  employer,  with  a  first  day 
of  coverage  of  October  15,  2010.  F’s  child  had 
a  significant  break  in  coverage  because  of  a 
lapse  of  more  than  63  days  without  creditable 
coverage  immediately  prior  to  enrolling  in 
the  plan.  F’s  child  was  treated  for  asthma 
within  the  six-month  period  prior  to  the 
enrollment  date  and  the  plan  imposes  a  12- 
month  preexisting  condition  exclusion  for 
coverage  of  asthma.  The  next  plan  year 
begins  on  January  1,  2011.  , 

(ii)  Conclusion.  In  this  Example,  the  plan 
year  beginning  January  1,  2011  is  the  first 
plan  year  of  the  group  health  plan  beginning 
on  or  after  September  23,  2010.  Thus, 
beginning  on  January  1,  2011,  because  the 
child  is  under  19  years  of  age,  the  plan 
cannot  impose  a  preexisting  condition 
exclusion  with  respect  to  the  child’s  asthma 
regardless  of  the  fact  that  the  preexisting 
condition  exclusion  was  imposed  by  the  plan 
before  the  applicability  date  of  this  provision. 

(c)  Expiration  date.  This  section 
expires  on  June  21,  2013. 


■  Par.  5.  Section  54.9815-2711T  is 
'added  to  read  as  follows: 

§ 54.981 5-271  IT  No  lifetime  or  annual 
limits  (temporary). 

(a)  Prohibition — (1)  Lifetime  limits. 
Except  as  provided  in  paragraph  (b)  of 
this  section,  a  groupdiealth  plan,  or  a 
health  insurance  issuer  offering  group 
health  insurance  coverage,  may  not 
establish  any  lifetime  limit  on  the  dollar 
amount  of  benefits  for  any  individual. 

(2)  Annual  limits — (i)  General  rule. 
Except  as  provided  in  paragraphs 
(a)(2)(iij,  (b),  and  (d)  of  this  section,  a 
group  health  plan,  or  a  health  insurance 
issuer  offering  group  health  insurance 
coverage,  may  not  establish  any  annual 
limit  on  the  dollar  amount  of  benefits 
for  any  individual. 

(ii)  Exception  for  health  flexible 
spending  arrangements.  A  health 
flexible  spending  arrangement  (as 
defined  in  section  106(c)(2))  is  not 
subject  to  the  requirement  in  paragraph 
(a)(2)(i)  of  this  section. 

(b)  Gonstruction — (1)  Permissible 
limits  on  specific  covered  benefits.  The 
rules  of  this  section  do  not  prevent  a 
group  health  plan,  or  a  health  insurance 
issuer  offering  group  health  insurance 
coverage,  from  placing  annual  or 
lifetime  dollar  limits  with  respect  to  any 
individual  on  specific  covered  benefits 
that  are  not  essential  health  benefits  to 
the  extent  that  such  limits  are  otherwise 
permitted  under  applicable  Federal  or 
State  law.  (The  scope  of  essential  health 
benefits  is  addressed  in  paragraph  (c)  of 
this  section.) 

(2)  Condition-based  exclusions.  The 
rules  of  this  section  do  not  prevent  a 
group  health  plan,  or  a  health  insurance 
issuer  offering  group  health  insurance 
coverage,  from  excluding  all  benefits  for 
a  condition.  However,  if  any  benefits  are 
provided  for  a  condition,  then  the 
requirements  of  this  section  apply. 

Other  requirements  of  Federal  or  State 
law  may  require  coverage  of  certain 
benefits. 

(c)  Definition  of  essential  health 
benefits.  The  term  “essential  health 
benefits”  means  essential  health  benefits 
under  section  1302(b)  of  the  Patient 
Protection  and  Affordable  Care  Act  and 
applicable  regulations. 

(d)  Restricted  annual  limits 
permissible  prior  to  2014 — (1)  In 
general.  With  respect  to  plan  years 
beginning  prior  to  January  1,  2014,  a 
group  health  plan,  or  a  health  insurance 
issuer  offering  group  health  insurance 
coverage,  may  establish,  for  any 
individual,  an  annual  limit  on  the  dollar 
amount  of  benefits  that  are  essential 
health  benefits,  provided  the  limit  is  no 
less  than  the  amounts  in  the  following 
schedule: 
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(1)  For  a  plan  year  beginning  on  or 
after  September  23,  2010,  but  before 
September  23,  2011,  $750,000. 

(ii)  For  a  plan  year  beginning  on  or 
after  September  23,  2011,  but  before 
September  23,  2012,  $1,250,000. 

(iii)  For  plan  years  beginning  on  or 
after  September  23,  2012,  but  before 
January  1,  2014,  $2,000,000. 

(2)  Only  essential  health  benefits 
taken  into  account.  In  determining 
whether  an  individual  has  received 
benefits  that  meet  or  exceed  the 
applicable  amount  described  in 
paragraph  {d)(l)  of  this  section,  a  plan 
or  issuer  must  take  into  account  only 
essential  health  benefits. 

(3)  Waiver  authority  of  the  Secretary 
of  Health  and  Human  Services.  For  plan 
years  beginning  before  January  1,  2014, 
the  Secretary  of  Health  and  Human 
Services  may  establish  a  program  under 
which  the  requirements  of  paragraph 
(dj(lj  of  this  section  relating  to  annual 
limits  may  be  waived  (for  such  period 
as  is  specified  by  the  Secretary  of  Health 
and  Human  Services)  for  a  group  health 
plan  or  health  insurance  coverage  that 
has  an  annual  dollar  limit  on  benefits 
below  the  restricted  annual  limits 
provided  under  paragraph  (d){l )  of  this 
section  if  compliance  with  paragraph 
(d)(1)  of  this  section  would  result  in  a 
significant  decrease  in  access  to  benefits 
under  the  plan  or  health  insurance 
coverage  or  would  significantly  increase 
premiums  for  the  plan  or  health 
insurance  coverage. 

(e)  Transitional  rules  for  individuals 
whose  coverage  or  benefits  ended  by 
reason  of  reaching  a  lifetime  limit — (1) 

In  general.  The  relief  provided  in  the 
transitional  rules  of  this  paragraph  (e) 
applies  with  respect  to  any  individual — 

(1)  Whose  coverage  or  benefits  under 
a  group  health  plan  or  group  health 
insurance  coverage  ended  by  reason  of 
reaching  a  lifetime  limit  on  the  dollar 
value  of  all  benefits  for  any  individual 
(which,  under  this  section,  is  no  longer 
permissible);  and 

(ii)  Who  becomes  eligible  (or  is 
required  to  become  eligible)  for  benefits 
not  subject  to  a  lifetime  limit  on  the 
dollar  value  of  all  benefits  under  the 
group  health  plan  or  group  health 
insurance  coverage  on  the  first  day  of 
the  first  plan  year  beginning  on  or  after 
September  23.  2010,  by  reason  of  the 
application  of  this  section. 

(2)  Notice  and  enrollment  opportunity 
requirements — (i)  If  an  individual 
described  in  paragraph  (e)(1)  of  this 
section  is  eligible  for  benefits  (or  is 
required  to  become  eligible  for  benefits) 
under  the  group  health  plan — or  group 
health  insurance  coverage — described  in 
paragraph  (e)(1)  of  this  section,  the  plan 
and  the  issuer  are  required  to  give  the 


individual  written  notice  that  the 
lifetime  limit  on  the  dollar  value  of  all 
benefits  no  longer  applies  and  that  the 
individual,  if  coVered,  is  once  again 
eligible  for  benefits  under  the  plan. 
Additionally,  if  the  individual  is  not 
enrolled  in  the  plan  or  health  insurance 
coverage,  or  if  an  enrolled  individual  is 
eligible  for  but  not  enrolled  in  any 
benefit  package  under  the  plan  or  health 
insurance  coverage,  then  the  plan  and 
issuer  must  also  give  such  an  individual 
an  opportunity  to  enroll  that  continues 
for  at  least  30  days  (including  written 
notice  of  the  opportunity  to  enroll).  The 
notices  and  enrollment  opportunity 
required  under  this  paragraph  (e)(2)(i) 
must  be  provided  beginning  not  later 
than  the  first  day  of  the  first  plan  year 
beginning  on  or  after  September  23, 

2010. 

(ii)  The  notices  required  under 
paragraph  (e)(2)(i)  of  this  section  may  be 
provided  to  an  employee  on  behalf  of 
the  employee’s  dependent.  In  addition, 
the  notices  may  be  included  with  other 
enrollment  materials  that  a  plan 
distributes  to  employees,  provided  the 
statement  is  prominent.  For  either 
notice,  if  a  notice  satisfying  the 
requirements  of  this  paragraph  (e)(2)  is 
provided  to  an  irtdividual,  the 
obligation  to  prov^ide  the  notice  with 
respect  to  that  individual  is  satisfied  for 
both  the  plan  and  the  issuer. 

(3)  Effective  date  of  coverage.  In  the 
case  of  an  individual  who  enrolls  under 
paragraph  (e)(2)  of  this  section,  coverage 
must  take  effect  not  later  than  the  first 
day  of  the  first  plan  year  beginning  on 
or  after  September  23,  2010. 

(4)  Treatment  of  enrollees  in  a  group 
health  plan.  Any  individual  enrolling  in 
a  group  health  plan  pursuant  to 
paragraph  (e)(2)  of  this  section  must  be 
treated  as  if  the  individual  were  a 
special  enrollee,  as  provided  under  the 
rules  of  §  54.9801-6(d).  Accordingly,  the 
individual  (and,  if  the  individual  would 
not  be  a  participant  once  enrolled  in  the 
plan,  the  participant  through  whom  the 
individual  is  otherwise  eligible  for 
coverage  under  the  plan)  must  be  . 
offered  all  the  benefit  packages  available 
to  similarly  situated  individuals  who 
did  not  lose  coverage  by  reason  of 
reaching  a  lifetime  limit  on  the  dollar 
value  of  all  benefits.  For  this  purpose, 
any  difference  in  benefits  or  cost¬ 
sharing  requirements  constitutes  a 
different  benefit  package.  The 
individual  also  cannot  be  required  to 
pay  more  for  coverage  than  similarly 
situated  individuals  who  did  not  lose 
coverage  by  reason  of  reaching  a  lifetime 
limit  on  the  dollar  value  of  all  benefits. 

(5)  Examples.  The  rules  of  this 
paragraph  (e)  are  illustrated  by  the 
following  examples: 


Example  1.  (i)  Facts.  Employer  Y  maintains 
a  group  health  plan  with  a  calendar  year  plan 
year.  The  plan  has  a  single  benefit  package. 

For  plan  years  beginning  before  September 
23,  2010,  the  plan  has  a  lifetime  limit  on  the 
dollar  value  of  all  benefits.  Individual  B,  an 
employee  of  Y,  was  enrolled  in  Y’s  group 
health  plan  at  the  beginning  of  the  2008  plan 
year.  On  June  10,  2008,  B  incurred  a  claim 
for  benefits  that  exceeded  the  lifetime  limit  ‘ 
under  Y’s  plan  and  ceased  to  be  enrolled  in 
the  plan.  B  is  still  eligible  for  coverage  under 
Y’s  group  health  plan.  On  or  before  January 
1,  2011,  Y’s  group  health  plan  gives  B  written 
notice  informing  B  that  the  lifetime  limit  on 
the  dollar  value  of  all  benefits  no  longer 
applies,  that  individuals  whose  coverage 
ended  by  reason  of  reaching  a  lifetime  limit 
under  the  plan  are  eligible  to  enroll  in  the 
plan,  and  that  individuals  can  request  such 
enrollment  through  February  1,  2011  with 
enrollment  effective  retroactively  to  January 
1,2011. 

(ii)  Conclusion.  In  this  Example  1,  the  plan 
has  complied  with  the  requirements  of  this 
paragraph  (e)  by  providing  a  timely  written 
notice  and  enrollment  opportunity  to  B  that 
lasts  at  least  30  days. 

Example  2.  (i)  Facts.  Employer  Z  maintains 
a  group  health  plan  with  a  plan  year 
beginning  October  1  and  ending  September 
30.  Prior  to  October  1,  2010,  the  group  health 
plan  has  a  lifetime  limit  on  the  dollar  value 
of  all  benefits.  Individual  D,  an  employee  of 
Z,  and  Individual  E,  D's  child,  were  enrolled 
in  family  coverage  under  Z’s  group  health 
plan  for  the  plan  year  beginning  on  October 
1,  2008.  On  May  1,  2009,  E  incurred  a  claim 
for  benefits  that  exceeded  the  lifetime  limit 
under  Z’s  plan.  D  dropped  family  coverage 
but  remains  an  employee  of  Z  and  is  still 
eligible  for  coverage  under  Z’s  group  health 
plan. 

(ii)  Conclusion.  In  this  Example  2,  not  later 
than  October  1,  2010.  the  plan  must  provide 
D  and  E  an  opportunity  to  enroll  (including 
written  notice  of  an  opportunity  to  enroll) 
that  continues  for  at  least  30  days,  with 
enrollment  effective  not  later  than  October  1, 
2010. 

Example  3.  (i)  Facts.  Same  facts  as 
Example  2,  except  that  Z’s  plan  had  two 
benefit  packages  (a  low-cost  and  a  high-co.st 
option).  Instead  of  dropping  coverage,  D 
switched  to  the  low-cost  benefit. package 
option. 

(ii)  Conclusion.  In  this  E.xample  3,  not  later 
than  October  1,  2010,  the  plan  must  provide 
D  and  E  an  opportunity  to  enroll  in  any 
benefit  package  available  to  similarly  situated 
individuals  who  enroll  when  first  eligible. 
The  plan  would  have  to  provide  D  and  E  the 
opportunity  to  enroll  in  any  benefit  package 
available  to  similarly  situated  individuals 
who  enroll  when  first  eligible,  even  if  D  had 
not  switched  to  the  low'-cost  benefit  package 
option. 

Example  4.  (i)  Facts.  Employer  Q  maintains 
a  group  health  plan  with  a  plan  year 
beginning  October  1  and  ending  September 
30.  For  the  plan  year  beginning  on  October 
1,  2009,  Q  has  an  annual  limit  on  the  dollar 
value  of  all  benefits  of  $.500,000. 

(ii)  Conclusion.  In  this  Example  4,  Q  must 
raise  the  annual  limit  on  the  dollar  value  of 
essential  health  benefits  to  at  least  $750,000 
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for  the  plan  year  beginning  October  1,  2010. 
For  the  plan  year  beginning  October  1,  2011, 

Q  mu.st  raise  the  annual  limit  to  at  least  $1.25 
million.  For  the  plan  year  beginning  October 
1.  2012,  Q  must  raise  the  annual  limit  to  at 
least  $2  million.  Q  may  also  impose  a 
restricted  annual  limk  of  $2  million  for  the 
plan  year  beginning  October  1,  2013.  After 
the  conclusion  of  that  plan  year,  Q  cannot 
impose  an  overall  annual  limit. 

Example  5.  (i)  Facts.  Same  facts  as 
Example  4,  except  that  the  annual  limit  for 
the  plan  year  beginning  on  October  1,  2009 
is  $1  million  and  Q  lowers  the  annual  limit 
for  the  plan  year  beginning  October  1,  2010 
to  $750,000. 

(ii)  Conclusion.  In  this  Example  5,  Q 
complies  with  the  requirements  of  this 
paragraph  (e).  However,  Q’s  choice  to  lower 
its  annual  limit  means  that  under  §  54.981.5- 
125lT(g)(l)(vi)(C),  the  group  health  plan  will 
cease  to  be  a  grandfathered  health  plan  and 
will  be  generally  subject  to  all  of  the 
provisions  of  PHS  Act  sections  2701  through 
2719A. 

(f)  Effective/applicability  date.  The 
provisions  of  this  section  apply  for  plan 
years  beginning  on  or  after  Septeniber 
23,  2010.  See  §  54.9815-1251T  for 
determining  the  application  of  this 
section  to  grandfathered  health  plans 
(providing  that  the  prohibitions  on 
lifetime  and  annual  limits  apply  to  all 
grandfathered  health  plaits  that  are 
group  health  plans  and  group  health 
insurance  coverage,  including  the 
special  rules  regarding  restricted  annual 
limits). 

(g)  Expiration  date.  This  section 
expires  on  Jund  21,  2013. 

■  Par.  6.  Section  54.9815-2712T  is 
added  to  read  as  follows: 

§54.9815-27121  Rules  regarding 
rescissions  (temporary). 

(a)  Prohibition  on  rescissions — (1)  A 
group  health  plan,  or  a  health  insurance 
issuer  offering  group  health  insurance 
coverage,  must  not  rescind  coverage 
under  the  plan,  or  under  the  policy, 
certificate,  or  contract  of  insurance,  with 
respect  to  an  individual  (including  a 
group  to  which  the  individual  belongs 
or  family  coverage  in  which  the 
individual  is  included)  once  the 
individual  is  covered  under  the  plan  or 
coverage,  unless  the  individual  (or  a 
person  seeking  coverage  on  behalf  of  the 
individual)  performs  an  act,  practice,  or 
omission  that  constitutes  fraud,  or 
unless  the  individual  makes  an 
intentional  misrepresentation  of 
material  fact,  as  prohibited  by  the  terms 
of  the  plan  or  coverage.  A  group  health 
plan,  or  a  health  insurance  issuer 
offering  group  health  insurance 
coverage,  must  provide  at  least  30  days 
advance  written  notice  to  each 
participant  who  would  be  affected 
before  coverage  may  be  rescinded  under 
this  paragraph  (a)(1),  regardless  of 


whether  the  coverage  is  insured  or  .self- 
insured,  or  whether  the  rescission  - 
applies  to  an  entire  group  or  only  to  an 
individual  within  the  group.  (The  rules 
of  this  paragraph  (a)(1)  apply  regardless 
of  any  contestability  period  that  may 
otherwise  apply.) 

(2)  For  purposes  of  this  section,  a 
rescission  is  a  cancellation  or 
discontinuance  of  coverage  that  has 
retroactive  effect.  For  example,  a 
cancellation  that  treats  a  policy  as  void 
from  the  time  of  the  individual’s  or 
group’s  enrollment  is  a  rescission.  As 
another  example,  a  cancellation  that 
voids  benefits  paid  up  to  a  year  before 
the  cancellation  is  also  a  rescission  for 
this  purpose.  A  cancellation  or 
discontinuance  of  coverage  is  not  a 
rescission  ih— 

(i)  The  cancellation  or  discontinuance 
of  coverage  has  only  a  prospective 
effect:  or 

(ii)  The  cancellation  or 
discontinuance  of  coverage  is  effective 
retroactively  to  the  extent  it  is 
attributable  to  a  failure  to  timely  pay 
required  premiums  or  contributions 
towards  the  cost  of  coverage. 

(3)  The  rules  of  this  paragraph  (a)  are 
illustrated  by  the  following  examples: 

Example  1.  (i)  Facts.  Individual  A  seeks 
enrollment  in  an  insured  group  health  plan. 
The  plan  terms  permit  rescission  of  coverage 
with  respect  to  an  individual  if  the 
individual  engages  in  fraud  or  makes  an 
intentional  misrepresentation  of  a  material 
fact.  The  plan  requires  A  to  complete  a 
questionnaire  regarding  A’s  prior  medical 
history,  which  affects  setting  the  group  rate 
by  the  health  insurance  issuer.  The 
questionnaire  complies  with  the  other 
requirements  of  this  part.  The  questionnaire 
includes  the  following  question;  “Is  there 
anything  else  relevant  to  your  health  that  we 
should  know?”  A  inadvertently  fails  to  list 
that  A  visited  a  psychologist  on  two 
occasions,  six  years  previously.  A  is  later 
diagnosed  with  breast  cancer  and  seeks 
benefits  under  the  plan.  On  or  around  the 
same  time,  the  issuer  receives  information 
about  A’s  visits  to  the  psychologist,  which 
was  not  disclosed  in  the  questionnaire. 

(ii)  Conclusion.  In  this  Example  1,  the  plan 
cannot  rescind  A’s  coverage  because  A’s 
failure  to  disclose  the  visits  to  the 
psychologist  was  inadvertent.  Therefore,  it 
was  not  fraudulent  or  an  intentional 
misrepresentation  of  material  fact. 

Example  2.  (i)  Facts.  An  employer  sponsors 
a  group  health  plan  that  provides  coverage 
for  employees  who  work  at  least  30  hours  per 
week.  Individual  B  has  coverage  under  the 
plan  as  a  full-time  employee.  The  employer 
reassigns  B  to  a  part-time  position.  Under  the 
terms  of  the  plan,  B  is  no  longer  eligible  for 
coverage.  The  plan  mistakenly  continues  to 
provide  health  coverage,  collecting  premiums 
from  B  and  paying  claims  submitted  by  B. 
After  a  routine  audit,  the  plan  discovers  that 
B  no  longer  works  at  least  30  hours  per  week. 
The  plan  rescinds  B’s  coverage  effective  as  of 


the  date  that  B  changed  from  a  full-time 
employee  to  a  part-time  employee. 

(ii)  Conclusion.  In  this  Example  2,4he  plan 
cannot  rescind  B's  coverage  because  there 
was  no  fraud  or  an  intentional 
misrepresentation  of  material  fact.  The  plan 
may  cancel  coverage  for  B  prospectively, 
subject  to  other  applicable  Federal  and  State 
laws. 

(b)  Compliance  with  other 
requirements.  Other  requLrement.s  of 
Federal  or  State  law  may  apply  in 
connection  with  a  rescission  of 
coverage. 

.  (c)  ^fective/applicability  date.  The 

provisions  of  this  section  apply  for  plan 
years  beginning  on  or  after  September 
23.  2010.  See  §54.9815-1251T  for 
determining  the  application  of  this 
section  to  grandfathered  health  plans 
(providing  that  the  rules  regarding 
rescissions  and  advance  notice  apply  to 
all  grandfathered  health  jilans). 

(d)  Expiration  date.  Tnis  section 
expires  on  June  21,  2013. 

■  Par.  7.  Section  54.9815-2719AT  is 
added  to  read  as  follows: 

§  54.981 5-271 9 AT  Patient  protections 
(temporary).- 

(a)  Choice  of  health  care 
professional — (1)  Designation  of 
primary  care  provider — (i)  In  general.  If 
a  group  health  plan,  or  a  health 
insurance  issuer  offering  group  health 
insurance  coverage,  requires  or  provides 
for  designation  by  a  participant  or 
beneficiary  of  a  participating  primary 
care  provider,  then  the  plan  or  issuer 
must  permit  each  participant  or 
beneficiary  to  designate  any 
participating  primary  care  provider  who 
is  available  to  accept  the  participant  or 
beneficiary.  In  such  a  case,  the  plan  or 
issuer  must  comply  with  the  rules  of 
paragraph  (a)(4)  of  this  section  by 
informing  each  participant  of  the  terms 
of  the  plan  or  health  insurance  coverage 
regarding  designation  of  a  primary  care 
provider. 

(ii)  Example.  The  rules  of  this 
paragraph  (a)(1)  are  illustrated  by  the 
following  example: 

Example,  (i)  Facts.  A  group  health  plan 
requires  individuals  covered  under  the  plan 
to  designate  a  primary  care  provider.  The 
plan  permits  each  individual  to  designate 
any  primary  care  provider  participating  in 
the  plan’s  network  who  is  available  to  accept 
the  individual  as  the  individual’s  primary 
care  provider.  If  an  individual  has  not 
designated  a  primary  care  provider,  the  plan 
designates  one  until  one  has  been  designated 
by  the  individual.  The  plan  provides  a  notice 
that  satisfies  the  requirements  of  paragraph 
(a)(4)  of  this  section  regarding  the  ability  to 
designate  a  primary  care  provider. 

(ii)  Conclusion.  In  this  Example,  the 
plan  has  satisfied  the  requirements  of 
paragraph  (a)  of  this  section. 
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(2)  Designation  of  pediatrician  as 
primary  care  provider — (i)  In  general.  If 
a  group  health  plan,  or  a  health 
insurance  issuer  offering  group  health 
insurance  coverage,  requires  or  provides 
for  the  designation  of  a  participating 
primary  care  provider  for  a  child  by  a 
participant  or  beneficiary,  the  plan  or 
issuer  must  permit  the  participant  or 
beneficiary  to  designate  a  physician 
(allopathic  or  osteopathic)  who 
specializes  in  pediatrics  as  the  child’s 
primary  care  provider  if  the  provider 
participates  in  the  network  of  the  plan 
or  issuer  and  is  available  to  accept  the 
child.  In  such  a  case,  the  plan  or  issuer 
must  comply- with  the  rules  of 
paragraph  (a)(4)  of  this  section  by 
informing  each  participant  of  the  terms 
of  the  plan  or  health  insurance  coverage 
regarding  designation  of  a  pediatrician 
as  the  child’s  primary  care  provider. 

(ii)  Construction.  Nothing  in 
paragraph  (a)(2)(i)  of  this  section  is  to  be 
construed  to  waive  any  exclusions  of 
coverage  under  the  terms  and 
conditions  of  the  plan  or  health 
insurance  coverage  with  respect  to 
coverage  of  pediatric  care. 

(iii)  Examples.  The  rules  of  this 
paragraph  (a)(2)  are  illustrated  by  the 
following  examples: 

Example  1 .  (i)  Facts.  A  group  health  plan’s 
HMO  designates  for  each  participant  a 
physician  who  specializes  in  internal 
medicine  to  serve  as  the  primary  care 
provider  for  the  participant  and  any 
benehciaries.  Participant  A  requests  that 
Pediatrician  B  be  designated  as  the  primary 
care  provider  for  A’s  child.  B  is  a 
participating  provider  in  the  HMO’s  network. 

(ii)  Conclusion.  In  this  Example  1.  the 
HMO  must  permit  A's  designation  of  B  as  the 
primary  care  provider  for  A’s  child  in  order 
to  comply  with  the  requirements  of  this 
paragraph  (a)(2). 

Example  2.  (i)  Facts.  Same  facts  as 
Example  1,  except  that  A  takes  A’s  child  to 
B  for  treatment  of  the  child’s  severe  shellfish 
allergies.  B  wishes  to  refer  A’s  child  to  an 
allergist  for  treatment.  The  HMO,  however, 
does  not  provide  coverage  for  treatment  of 
food  allergies,  nor  does  it  have  an  allergist 
participating  in  its  network,  and  it  therefore 
refuses  to  authorize  the  referral. 

(ii)  Conclusion.  In  this  Example  2,  the 
HMO  has  not  violated  the  requirements  of 
this  paragraph  (a)(2)  because  the  exclusion  of 
treatment  for  food  allergies  is  in  accordance 
with  the  terms  of  A’s  coverage. 

(3)  Patient  access  to  obstetrical  and 
gynecological  care — (i)  General  rights — 
(A)  Direct  access.  A  group  health  plan, 
or  a  health  insurance  issuer  offering 
group  health  insurance  coverage, 
described  in  paragraph  (a)(3)(ii)  of  this 
section  may  not  require  authorization  or 
referral  by  the  plan,  issuer,  or  any 
person  (including  a  primary  care 
provider)  in  the  case  of  a  female 


participant  or  beneficiary  who  seeks 
coverage  for  obstetrical  or  gynecological 
care  provided  by  a  participating  health 
care  professional  who  specializes  in 
obstetrics  or  gynecology.  In  such  a  case, 
the  plan  or  issuer  must  comply  with  the 
rules  of  paragraph  (a)(4)  of  this  section 
by  informing  each  participant  that  the 
plan  may  not  require  authorization  or 
referral  for  obstetrical  or  gynecological 
care  by  a  participating  health  care 
professional  who  specializes  in 
obstetrics  or  gynecology.  The  plan  or 
issuer  may  require  such  a  professional 
to  agree  to  otherwise  adhere  to  the 
plan’s  or  issuer’s  policies  and 
procedures,  including  procedures 
regarding  referrals  and  obtaining  prior 
authorization  and  providing  services 
pursuant  to  a  treatment  plan'(if  any) 
approved  by  the  plan  or  issuer.  For 
purposes  of  this  paragraph  (a)(3),  a 
health  care  professional  who  specializes 
in  obstetrics  or  gynecology  is  any 
individual  (including  a  person  other 
than  a  physician)  who  is  authorized 
under  applicable  State  law  to  provide 
obstetrical  or  gynecological  care. 

(B)  Obstetrical  and  gynecological 
care.  A  group  health  plan  or  health 
insurance  issuer  described  in  paragraph 
(a)(3)(ii)  of  this  section  must  treat  the 
provision  of  obstetrical  and 
gynecological  care,  and  the  ordering  of 
related  obstetrical  and  gynecological 
items  and  services,  pursuant  to  the 
direct  access  described  under  paragraph 
(a)(3)(i)(A)  of  this  section,  by  a 
participating  health  care  professional 
who  specializes  in  obstetrics  or 
gynecology  as  the  authorization  of  the 
primary  care  provider. 

(ii)  Application  of  paragraph.  A  group 
health  plan,  or  a  health  insurance  issuer 
offering  group  health  insurance 
coverage,  is  described  in  this  paragraph 
(a)(3)  if  the  plan  or  issuer — 

(A)  Provides  coverage  for  obstetrical 
or  gynecological  care;  and 

(B)  Requires  the  designation  by  a 
participant  or  beneficiary  of  a 
participating  primary  care  provider. 

(iii)  Construction.  Nothing  in 
paragraph  (a)(3)(i)  of  this  section  is  to  be 
construed  to — 

(A)  Waive  any  exclusions  of  coverage 
under  the  terms  and  conditions  of  the 
plan  or  health  insurance  coverage  with 
respect  to  coverage  of  obstetrical  or 
gynecological  care;  or 

(B)  Preclude  the  group  health  plan  or 
health  insurance  issuer  involved  from 
requiring  that  the  obstetrical  or 
gynecological  provider  notify  the 
primary  care  health  care  professional  or 
the  plan  or  issuer  of  treatment 
decisions. 


(iv)  Examples.  The  rules  of  this 
paragraph  (a)(3)  are  illustrated  by  the 
following  examples: 

Example  1 .  (i)  Facts.  A  group  health  plan 
requires  each  participant  to  designate  a 
physician  to  serve  as  the  primary  care 
provider  for  the  participant  and  the 
participant’s  family.  Participant  A,  a  female, 
requests  a  gynecological  exam  with  Physician 
B,  an  in-network  physician  specializing  in 
gynecological  care.  The  group  health  plan 
requires  prior  authorization  from  A’s 
designated  primary  care  provider  for  the 
gynecological  exam. 

(ii)  Conclusion.  In  this  Example  1,  the 
group  health  plan  has  violated  the 
requirements  of  this  paragraph  (a)(3)  because 
the  plan  requires  prior  authorization  from  A’s 
primary  care  provider  prior  to  obtaining 
gynecological  services. 

Example  2.  (i)  Facts.  Same  facts  as 
Example  1  except  that  A  seeks  gynecological 
services  from  C,  an  out-of-network  provider. 

(ii)  Conclusion.  In  this  Example  2,  the 
group  health  plan  has  not  violated  the 
requirements  of  this  paragraph  (a)(3)  by 
requiring  prior  authorization  because  C  is  not 
a  participating  health  care  provider. 

Example  3.  (i)  Facts.  Same  facts  as 
Example  1  except  that  the  group  health  plan 
only  requires  B  to  inform  A’s  designated 
primary  care  physician  of  treatment 
decisions. 

(ii)  Conclusion.  In  this  Example  3j^the 
group  health  plan  has  not  violated  the 
requirements  of  this  paragraph  (a)(3)  because 
A  has  direct  access  to  B  without  prior 
authorization.  The  fact  that  the  group  health 
plan  requires  notification  of  treatment 
decisions  to  the  designated  primary  care 
physician  does  not  violate  this  paragraph 
(a)(3). 

Example  4.  (i)  Facts.  A  group  health  plan 
requires  each  participant  to  designate  a 
physician  to  serve  as  the  primary  care 
provider  for  the  participant  and  the 
participant’s  family.  The  group  health  plan 
requires  prior  authorization  before  providing 
benefits  for  uterine  fibroid  embolization. 

(ii)  Conclusion.  In  this  Example  4,  the  plan 
requirement  for  prior  authorization  before 
providing  benefits  for  uterine  fibroid 
embolization  does  not  violate  the 
requirements  of  this  paragraph  (a)(3)  because, 
though  the  prior  authorization  requirement 
applies  to  obstetrical  services,  it  does  not 
restrict  access  to  any  providers  specializing 
in  obstetrics  or  gynecology. 

(4)  Notice  of  right  to  designate  a 
primary  care  provider — (i)  In  general.  If 
a  group  health  plan  or  health  insurance 
issuer  requires  the  designation  hy  a 
participant  or  heneficiary  of  a  primary 
care  provider,  the  plan  or  issuer  must 
provide  a  notice  informing  each 
participant  of  the  terms  of  the  plan  or 
health  insurance  coverage  regarding 
designation  of  a  primary  care  provider 
and  of  the  rights — 

(A)  Under  paragraph  (a)(l)(i)  of  this 
section,  that  any  participating  primary 
care  provider  who  is  available  to  accept 
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the  participant  or  beneficiary  can  be 
designated; 

(B)  Under  paragraph  (a)(2)(i)  of  this 
section,  with  respect  to  a  child,  that  any 
participating  physician  who  specializes 
in  pediatrics  can  be  designated  as  the 
primary  care  provider;  and 

(C)  Under  paragraph  (a)(3)(i)  of  this 
section,  that  the  plan  may  ncft  require 
authorization  of  referral  for  obstetrical 
or  gynecological  care  by  a  participating 
health  care  professional  who  specializes 
in  obstetrics  or  gynecology. 

(ii)  Timing.  The  noticp  described  in 
paragraph  (a){4)(i)  of  this  section  must 
be  included  whenever  the  plan  or  issuer 
provides  a  participant  with  a  summary 
plan  description  or  other  similar 
description  of  benefits  under  the  plan  or 
health  insurance  coverage. 

(iii)  Model  language.  The  following 
model  language  can  be  used  to  satisfy 
the  notice  requirement  described  in 
paragraph  {a)(4)(i)  of  this  section: 

(A)  For  plans  and  issuers  that  reqqire 
or  allow  for  the  designation  of  primary 
care  providers  by  participants  or 
beneficiaries,  insert: 

[Name  of  group  health  plan  or  health 
insurance  issuer]  generally  [requires/allows] 
the  designation  of  a  primary  care  provider. 
You  have  the  right  to  designate  any  primary 
care  provider  who  participates  in  our 
network  and  who  is  available  to  accept  you 
or  your  family  members.  [If  the  plan  or  health 
insurance  coverage  designates  a  primary  care 
provider  automatically,  insert:  Until  you 
make  this  designation,  [name  of  group  health 
plan  or  health  insurance  issuer]  designates 
one  for  you.]  For  information  on  how  to 
select  a  primary  care  provider,  and  for  a  list 
of  the  participating  primary  care  providers, 
contact  the  [plan  administrator  or  issuer]  at 
[insert  contact  information], 

(B)  For  plans  and  issuers  that  require 
or  allow  for  the  designation  of  a  primary 
care  provider  for  a  child,  add: 

For  children,  you  may  designate  a 
pediatrician  as  the  primary  care 
provider. 

(C)  For  plans  and  issuers  that  provide 
coverage  for  obstetric  or  gynecological 
care  and  require  the  designation  by  a 
participant  or  beneficiary  of  a  primary 
care  provider,  add: 

You  do  not  need  prior  authorization  from 
[name  of  group  health  plan  or  issuer]  or  from 
any  other  person  (including  a  primary  care 
provider)  in  order  to  obtain  access  to 
obstetrical  or  gynecological  care  from  a 
health  care  professional  in  our  network  who 
specializes  in  obstetrics  or  gynecology.  The 
health  care  professional,  however,  may  be 
required  to  comply  with  certain  procedures, 
including  obtaining  prior  authorization  for 
certain  services,  following  a  pre-approved 
treatment  plan,  (5r  procedures  for  making 
referrals.  For  a  list  of  participating  health 
care  professionals  who  specialize  in 
obstetrics  or  gynecology,  contact  the  [plan 


administrator  or  issuer]  at  [insert  contact 
information]. 

(b)  Coverage  of  emergency  services — 

(1)  Scope.  If  a  group  health  plan,  of  a 
health  insurance  issuer  offering  group 
health  insurance  coverage,  provides  any 
benefits  with  respect  to  services  in  an 
emergency  department  of  a  hospital,  the 
plan  or  issuer  must  cover  emergency 
services  (as  defined  in  paragraph 
(b)(4)(ir)  of  this  section)  consistent  with  ' 
the  rules  of  this  paragraph  (b). 

(2)  General  rules.  A  plan  or  issuer 
subject  to  the  requirements  of  this 
paragraph  (b)  must  provide  coverage  for 
emergency  services  in  the  following 
manner — 

(i)  Without  the  need  for  any  prior 
authorization  determination,  even  if  the 
emergency  services  are  provided  on  an 
out-of-network  basis; 

(ii)  Without  regard  to  whether  the 
health  care  provider  furnishing  the 
emergency  services  is  a  participating 
network  provider  with  respect  to  the 
services; 

(iii)  If  the  emergehcy  services  are 
provided  out  of  network,  without 
imposing  any  administrative 
requirement  or  limitation  on  coverage 
that  is  more  restrictive  than  the 
requirements  or  limitations  that  apply  to 
emergency  services  received  from  in- 
network  providers; 

(iv)  If  the  emergency  services  are 
provided  out  of  network,  by  complying 
with  the  cost-sharing  requirements  of 
paragraph  (b)(3)  of  this  section;  and 

(v)  Without  regard  to  any  other  term 
or  condition  of  the  coverage,  other 

-  than —  • 

(A)  The  exclusion  of  or  coordination 
of  benefits: 

(B)  An  affiliation  or  waiting  period 
permitted  under  part  7  of  ERISA,  part  A 
of  title  XXVII  of  the  PHS  Act,  or  chapter 
100  of  the  Internal  Revenue  Code;  or 

(C)  Applicable  cost  sharing. 

(3)  Cost-sharing  requirements — (i) 
Copayments  and  coinsurance.  Any  cost¬ 
sharing  requirement  expressed  as  a 
copayment  amount  or  coinsurance  rate 
imposed  with  respect  to  a  participant  or 
beneficiary  for  out-of-network 
emergency  services  cannot  exceed  the 
cost-sharing  requirement  imposed  with 
respect  to  a  participant  or  beneficiary  if 
the  services  were  provided  in-network. 
However,  a  participant  or  beneficiary 
may  be  required  to  pay,  in  addition  to 
the  in-network  cost  sharing,  the  excess 
of  the  amount  the  out-of-network 
provider  charges  over  the  amount  the 
plan  or  issuer  is  required  to  pay  under 
this  paragraph  (b)(3)(i).  A  group  health 
plart  or  health  insurance  issuer  complies 
with  the  requirements  of  this  paragraph 
(b)(3)  if  it  provides  benefits  with  respect 


to  an  erhergency  service  in  an  amount 
equal  to  the  greatest  of  the  three 
amounts  specified  in  paragraphs  - 
(b)(3)(i)(A),  (b)(3)(i)(B),  and  (b)(3)(i)(C) 
of  this  section  (which  are  adjusted  for 
in-network  cost-Sharing  requirements). 

(A)  The  amount  negotiated  with  in- 
network  providers  for  the  emergency 
service  furnished,  excluding  any  in- 
network  copayment  or  coinsurance 
imposed  with  respect  to  the  participant 
or  beneficiary.  If  there  is  more  than  one 
amount  negotiated  with  in-network 
providers  for  the  emergency  service,  the 
amount  described  under  this  paragraph 
(b)(3)(i)(A)  is  the  median  of  these 
amounts,  excluding  any  in-network 
copayment  or  coinsurance  imposed 
with  respect  to  the  participant  or 
beneficiary.  In  determining  the  median 
described  in  the  preceding  sentence,  the 
amount  negotiated  with  each  in-network 
provider  is  treated  as  a  separate  amount 
(even  if  the  same  amount  is  paid  to 
more  than  one  provider).  If  there  is  no 
per-service  amount  negotiated  with  in- 
network  providers  (such  as  under  a 
capitation  or  other  similar  payment 
arrangement),  the  amount  under  this'* 
paragraph  (b)(3)(i)(A)  is  disregarded. 

(B)  The  amount  for  the  emergency 
service  calculated  using  the  same 
method  the  plan  generally  uses  to 
determine  payments  for  out-of-network 
services  (such  as  the  usual,  customary, 
and  reasonable  amount),  excluding  any 
in-network  copayment  or  coinsurance 
imposed  with  respect  to  the  participant 
or  beneficiary.  The  amount  in  this 
paragraph  (b)(3)(i)(B)  is  determined 
without  reduction  for  out-of-network 
cost  sharing  that  generally  applies  under 
the  plan  or  health  insurance  coverage 
with  respect  to  out-of-network  services. 
Thus,  for  example,  if  a  plan  generally 
pays  70  percent  of  the  usual,  customary, 
and  reasonable  amount  for  out-of¬ 
network  services,  the  amount  in  this 
paragraph  (b)(3)(i)(B)  for  an  emergency 
service  is  the  total  (that  is,  100  percent) 
of  the  usual,  customary,  and  reasonable 
amount  for  the  service,  not  reduced  by 
the  30  percent  coinsuranee  that  would 
generally  apply  to  out-of-network 
services  (but  reduced  by  the  in-network 
copayment  or  coinsurance  that  the 
individual  would  be  responsible  for  if 
the  emergency  service  had  been 
provided  in-network). 

(C)  The  amount  that  would  be  paid 
under  Medicare  (part  A  or  part  B  of.title 
XVIII  of  the  .Social  Security  Act,  42 
U.S.C.  1395  et  seq.)  for  the  emergency 
service,  excluding  any  in-network 
copayment  or  coinsurance  imposed 
with  respect  to  the  participant  or 
beneficiary. 

(ii)  Ot/i&r  cost  sharing.  Any  cost¬ 
sharing  requirement  other  than  a 
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copayment  or  coinsurance  requirement 
(such  as  a  deductible  or  out-of-pocket 
maximum)  may  be  imposed  with 
respect  to  emergency  services  provided 
out  of  network  if  the  cost-sharing 
requirement  generally  applies  to  out-of- 
network  benefits.  A  deductible  may  be 
imposed  with  respect  to  out-of-network 
emergency  services  only  as  part  of  a 
deductible  that  generally  applies  to  out- 
of-network  benefits.  If  an  out-of-pocket 
maximum  generally  applies  to  out-of- 
network  benefits,  that  out-of-pocket 
maximum  must  apply  to  out-of-network 
emergency  services. 

(iii)  Examples.  The  rules  of  this 
paragraph  (b)(3)  are  illustrated  by  the 
following  examples.  In  all  of  these 
examples,  the  group  health  plan  covers 
benefits  with  respect  to  emergency 
services. 

Example  1.  (i)  Facts.  A  group  health  plan 
imposes  a  25%  coinsurance  responsibility  on 
individuals  who  are  furnished  emergency 
services,  whether  provided  in  network  or  out 
of  netw'ork.  If  a  covered  individual  notifies 
the  plan  within  two  business  days  after  the 
day  an  individual  receives  treatment  in  an 
emergency  department,  the  plan  reduces  the 
coinsurance  rate  to  15%. 

(ii)  Conclusion.  In  this  Example  1,  the 
requirement  to  notify  the  plan  in  order  to 
receive  a  reduction  in  the  coinsurance  rate 
does  not  violate  the  requirement  that  the  plan 
cover  emergency  services  without  the  need 
for  any  prior  authorization  determination. 
This  is  the  result  even  if  the  plan  required 
that  it  be  notified  before  or  at  the  time  of 
receiving  services  at  the  emergency 
department  in  order  to  receive  a  reduction  in 
the  coinsurance  rate. 

Example  2.  (i)  Facts.  A  group  health  plan 
imposes  a  S60  copayment  on  emergency 
services  without  preauthorization,  whether 
provided  in-network  or  out-of-network.  If 
emergency  services  are  preauthorized,  the 
plan  waives  the  copayment,  even  if  it  later 
determines  the  medical  condition  was  not  an 
emergency  medical  condition. 

(ii)  Conclusion.  In  this  Example  2,  by 
requiring  an  individual  to  pay  more  for 
emergency  services  if  the  individual  does  not 
obtain  prior  authorization,  the  plan  violates 
the  requirement  that  the  plan  cover 
emergency  services  without  the  need  for  any 
prior  authorization  determination.  (By 
contrast,  if,  to  have  the  copavmrient  waived, 
the  plan  merely  required  that  it  be  notified 
rather  than  a  prior  authorization,  then  the 
plan  would  not  violate  the  requirement  that 
the  plan  cover  emergency  services  without 
the  need  for  any  prior  authorization 
determination.) 

Example  3.  (i)  Facts.  A  group  health  plan 
covers  individuals  who  receive  emergency 
services  with  respect  to  an  emergency 
medical  condition  from  an  out-of-network 
provider.  The  plan  has  agreements  witfi,  in- 
network  providers  with  respect  to  a  certain 
emergency  service.  Each  provider  has  agreed 
to  provide  the  service  for  a  certain  amount. 
Among  all  the  providers  for  the  seiVice:  One 
has  agreed  to  accept  $85,  two  have  agreed  to 


accept  $100,  two  have  agreed  to  accept  $110, 
three  have  agreed  to  accept  $120,  and  one  has 
agreed  to  accept  $150.  Under  the  agreement, 
the  plan  agrees'to  pay  the  providers  80%  of 
the  agreed  amount,  w'ith  the  individual 
receiving  the  service  responsible  for  the 
remaining  20%. 

(ii)  Conclusion.  In  this  Example  3,  the 
values  taken  into  account  in  determining  the 
median  are  $85, $100,  $100,  $110,  $110, 

$120,  $120,  $120,  and  $150.  Therefore,  the 
median  amount  among  those  agreed  to  for  the 
emergency  ser\’ice  is  $110,  and  the  amount 
under  paragraph  (b)(3)(i){A)  of  this  section  is 
80%  of  $110  ($88). 

Example  4.  (i)  Facts.  Same  facts  as 
Example  3.  Subsequently,  the  plan  adds 
another  provider  to  its  network,  who  has 
agreed  to  accept  $150  for  the  emergency 
service. 

(ii)  Conclusion.  In  this  Example  4,  the 
median  amount  among  those  agreed  to  for  the 
emergency  service  is  $115.  (Because  there  is 
no  one  middle  amount,  the  median  is  the 
average  of  the  two  middle  amounts,  $110  and 
$120.)  Accordingly,  the  amount  under 
paragraph  (b)(3)(i)(A)  of  this  section  is  80% 
of  $115  ($92). 

Example  5.  (i)  Facts.  Same  facts  as 
Example  4.  An  individual  covered  by  the 
plan  receives  the  emergency  service  from  an 
out-of-network  provider,  who  charges  $125 
for  the  service.  With  respect  to  services 
provided  by  out-of-network  providers 
generally,  the  plan  reimburses  covered 
individuals  50%  of  the  reasonable  amount 
charged  by  the  provider  for  medical  services. 
For  this  purpose,  the  reasonable  amount  for 
any  ser\'ice  is  based  on  information  on 
charges  by  all  providers  collected  by  a  third 
party,  on  a  zip-code-by-zip-code  basis,  with 
the  plan  treating  charges  at  a  specified 
percentile  as  reasonable.  For  the  emergency 
service  received  by  the  individual,  the 
reasonable  amount  calculated  using  this 
method  is  $1 16.  The  amount  that  would  be 
paid  under  Medicare  for  the  emergency 
service,  excluding  any  copayment  or 
coinsurance  for  the  service,  is  $80. 

(ii)  Conclusion.  In  this  Example  5,  the  plan 
is  responsible  for  paying  $92.80,  80%  of 
$116.  The  median  amount  among  those 
agreed  to  for  tha  emergency  service  is  $115 
and  the  amount  the  plan  would  pay  is  $92 
(80%  of  $115);  the  amount  calculated  using 
the  same  method  the  plan  uses  to  determine 
payments  for  out-of-network  services — 

$116 — excluding  the  in-network  20% 
coinsurance,  is  $92.80;  and  the  Medicare 
payment  is  $80.  Thus,  the  greatest  amount  is 
$92.80.  The  individual  is  responsible  for  the 
remaining  $32.20  charged  by  the  out-of- 
network  provider.  . 

Example  6.  (i)  Facts.  Same  facts  as 
Example  5.  The  group  health  plan  generally 
imposes  a  $250  deductible  for  in-network 
health  care.  With  respect  to  all  health  care 
provided  by  out-of-network  providers,  the 
plan  imposes  a  $500  deductible.  (Covered  in- 
network  claims  are  credited  against  the 
deductible.)  The  individual  has  incurred  and 
submitted  $260  of  covered  claims  prior  to 
receiving  the  emergency  service  out  of 
network. 

(ii)  Conclusion.  In  this  Example  6,  the  plan 
is  not  responsible  for  paying  anything  w'ith 


respect  to  the  emergency  service  furnished  by 
the  out-of-network  provider  because  the 
covered  individual  has  not  satisfied  the 
higher  deductible  that  applies  generally  to  all 
health  care  provided  out  of  network. 
However,  the  amount  the  individual  is 
required  to  pay  is  credited  against  the 
deductible. 

(4)  Definitions.  The  definitions  in  this 
paragraph  (b)(4)  govern  in  applying  the 
provisions  of  this  paragraph  (b). 

(i)  Emergency  medical  condition.  The 
term  emergency  medical  condition 
means  a  medical  condition  manifesting 
itself  by  acute  symptoms  of  sufficient 
severity  (including  severe  pain)  so  that 
a  prudent  layperson,  who  possesses  an 
average  knowledge  of  health  and 
medicine,  could  reasonably  expect  the 
absence  of  immediate  medical  attention 
to  result  in  a  condition  described  in 
clause  (i),  (ii),  or  (iii)  of  section 
1867(e)(1)(A)  of  the  Social  Security  Act 
(42  U.S.C.  1395dd(e)(l)(A)).  (In  that 
provision  of  the  Social  Security  Act, 
clause  (i)  refers  to  placing  the  health  of 
the  individual  (or,  with  respect  to  a 
pregnant  woman,  the  health  of  the 
woman  or  her  unborn  child)  in  serious 
jeopardy:  clause  (ii)  refers  to  serious 
impairment  to  bodily  functions;  and 
clause  (iii)  refers  to  serious  dysfunction 
of  any  bodily  organ  or  part.) 

(ii)  Emergency  services.  The  term 
emergency  services  means,  with  respect 
to  an  emergency  medical  condition — 

(A)  A  medical  screening  examination 
(as  required  under  section  1867  of  the 
Social  Security  Act,  42  U.S.C.  1395dd) 
that  is  within  the  capability  of  the 
emergency  department  of  a  hospital, 
including  ancillary  services  routinely  - 
available  to  the  emergency  department 
to  evaluate  such  emergency  medical 
condition,  and 

(B)  Such  further  medical  examination 
and  treatment,  to  the  extent  they  are 
within  the  capabilities  of  the  staff  and 
facilities  available  at  the  hospital,  as  are 
required  under  section  1867  of  the 
Social  Security  Act  (42  U.S.C.  1395dd) 
to  stabilize  the  patient. 

(iii)  Stabilize.  The  term  to  stabilize, 
with  respect  to  an  emergency  medical 
condition  (as  defined  in  paragraph 

(b)(4)(i)  of  this  section)  has  the  meaning 
given  in  section  1867(e)(3)  of  the  Social 
Security  Act  (42  U.S.C.  1395dd(e)(3))! 

(c)  Effective/applicability  date.  The  ' 
provisions  of  this  section  apply  for  plan 
years  beginning  on  or  after  September 
23,  2010.  See  §  54.9815-1251T  for 
determining  the  application  of  this 
section  to  grandfathered  health  plans 
(providing  that  these  rules  regarding 
patient  protections  do  not  apply  to 
grandfathered  health  plans). 

(d)  Expiration  date.  This  section 
expires  on  June  21,  2013. 
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PART  602— [AMENDED] 

■  Par.  8.  The  authority  citation  for  part 
602  continues  tp  read  in  part  as  follows: 

Authority:  26  U.S.C.  7805  *  *  * 

■  Par.  9.  Section  602.101(b)  is  amended 
by  adding  the.  following  entries  in 
numerical  order  to  the  table  to  read  as 
follows: 


§602.101  0MB  control  numbers. 

*  ★  *  ★  * 

(b)  *  *  * 


CFR  part  or  section  where 
identified  and  described 

Current  OMB 
control  No. 

54.9815- 271  IT . 

54.981 5- 271 2T . 

1545-2179 

1545-2180 

54.981 5-271 9AT  . 

1 545-21 8T 

* 

* 

Department  of  Labor 

Employee  Benefits  Security 
Administration 

29  CFR  Chapter  XXV 

■  For  reasons  stated  in  the  preamble, 
EBSA  amends  29  CFR  part  2590  as 
follows: 

PART  2590— RULES  AND 
REGULATIONS  FOR  GROUP  HEALTH 
PLANS 

■  1.  The  authority  citation  for  part  2590 
continues  to  read  as  follows: 

Authority:  29  U.S.C.  1027,  1059, 1135, 
1161-1168, 1169, 1181-1183,  1181  note, 

1185, 1185a,  1185b, 1191, 1191a,  1191b,  and 
1191c;  sec.  101(g),  Pub.  L.  104-191, 110  Stat. 
1936;  sec.  401(b),  Pub.  L.  105-200, 112  Stat. 
645  (42  U.S.C.  651  note);  sec,  512(d),  Pub.  L. 
110-343,  122  Stat.  3881;  sec.  1001, 1201,  and 
1562(e),  Pub.  L.  111-148,  124  Stat.  119,  as 
amended  by  Pub.  L.  111-152, 124  Stat.  1029; 
Secretary  of  Labor’s  Order  6-2009,  74  FR 
21524  (May  7,  2009). 

Subpart  B — Other  Requirements 

■  2.  Section  2590.701-2  is  amended  by 
revising  the  definition  of  preexisting 
condition  exclusion  to  read  as  follows: 

§2590.701-2  Definitions.  ^ 

***** 

Preexisting  condition  exclusion  means 
a  limitation  or  exclusion  of  benefits 
(including  a  denial  of  coverage)  based 
on  the  fact  that  the  condition  was 
present  before  the  effective  date  of 
coverage  (or  if  Coverage  is  denied,  the 
date  of  the  denial)  under  a  group  health 
plan  or  group  or  individual  health 
insurance  coverage  (or  other  coverage 


provided  to  federally  eligible 
individuals  pursuant  to  45  CFR  part 
148),  whether  or  not  any  medical 
advice,  diagnosis,  care,  or  treatment  was 
recommended  or  received  before  that 
day.  A  preexisting  condition  exclusion 
includes  any  limitation  or  exclusion  of 
benefits  (including  a  denial  of  coverage) 
applicable  to  an  individual  as  a  result  of 
information  relating  to  an  individual’s 
health  status  before  the  individual’s 
effective  date  of  coverage  (or  if  coverage 
is  denied,  the  date  of  the  denial)  under 
a  group  health  plan,  or  group  or 
individual  health  insurance  coverage  (or 
other  coverage  provided  to  Federally 
eligible  individuals  pursuant  to  45  CFR 
part  148),  such  as  a  condition  identified 
as  a  result  of  a  pre-enrollment 
questionnaire  or  physical  examination 
given  to  the  individual,  or  review  of 
medical  records  relating  to  the  pre¬ 
enrollment  period. 
***** 

■  3.  Section  2590.701-3  is  amended  by 
revising  paragraph  Ca)(l)(i)  to  read  as 
follows: 

§2590.701-3  Limitations  on  preexisting 
condition  exclusion  period. 

(a)  *  *  * 

(D*  *  * 

(1)  A  preexisting  condition  exclusion 
means  a  preexisting  condition  exclusion 
within  the  meaning  set  forth  in 

§  2590.701-2  of  this  part. 

*  *  *  *  * 

■  4.  Section  2590.715-2704  is  added  to 
subpart  C  to  read  as  follows: 

§2590.715-2704  Prohibition  of  preexisting 
condition  exclusions. 

(a)  No  preexisting  condition 
exclusions — (1)  In  general.  A  group 
health  plan,  or  a  health  insurance  issuer 
offering  group  health  insurance 
coverage,  may  not  impose  any 
preexisting  condition  exclusion  (as 
defined  in  §  2590.701-2  of  this  part). 

(2)  Examples.  The  rules  of  this  ' 
paragraph  (a)  are  illustrated  by  the 
following  examples  (for  additional 
examples  illustrating  the  definition  of  a 
preexisting  condition  exclusion,  see 

§  2590.701-3(a)Cl)(ii)  of  this  part): 

Example  1.  (i)  Facts.  A  group  health  plan 
provides  benefits  solely  through  an  insurance 
policy  offered  by  Issuer  P.  At  the  expiration 
of  the  policy,  the  plan  switches  coverage  to 
a  policy  offered  by  Issuer  N.  N's  policy 
excludes  benefits  for  oral  surgery  required  as 
a  result  of  a  traumatic  injury  if  the  injury 
occurred  before  the  effective  date  of  coverage 
under  the  policy. 

(ii)  Conclusion.  In  this  Example  1,  the 
exclusion  of  benefits  for  oral  surgery  required 
as  a  result  of  a  traumatic  injury  if  the  injury 
occurred  before  the  effective  date  of  coverage 
is  a  preexisting  condition  exclusion  because 


it  operates  to  exclude  benefits  for  a  condition 
based  on  the  fact  that  the  condition  was 
present  before  the  effective  date  of  coverage 
under  the  policy. 

Example  2.  (i)  Facts.  Individual  C  applies 
for  individual  health  insurance  coverage  with 
Issuer  M.  M  denies  C’s  application  f6r 
coverage  because  a  pre-enrollment  physical 
revealed  that  C  has  type  2  diabetes. 

(ii)  Conclusion.  See  Example  2  in  45  CFR 
147.108(a)(2)  for  a  conclusion  that  M’s  denial 
of  C’s  application  for  coverage  is  a 
preexisting  condition  exclusion  because  a 
denial  of  an  application  for  coverage  based 
on  the  fact  that  a  condition  was  present 
before  the  date  of  denial  is  an  exclusion  of 
benefits  based  on  a  preexisting  condition. 

(b)  Applicability — (1)  General 
applicability  date.  Except  as  provided  in 
paragraph  (b)(2)  of  this  section,  the  rules 
of  this  section  apply  for  plan  years 
beginning  on  or  after  January  1,  2014. 

(2)  Early  applicability  date  for 
children.  The  rules  of  this  section  apply 
with  respect  to  enrollees,  including 
applicants  for  enrollment,  who  are  • 
under  19  years  of  age  for  plan  years 
beginning  on  or  after  September  23, 

2010. 

(3)  Applicability  to  grandfathered 
health  plans.  See  %  2590.715-1251  of 
this  part  for  determining  the  application 
of  this  section  to  grandfathered  health 
plans  (providing  that  a  grandfathered 
health  plan  that  is  a  group  health  plan 
or  group  health  insurance  coverage  must 
comply  with  the  prohibition  again.st 
preexisting  condition  exclusions). 

(4)  Example.  The  rules  of  this 
paragraph  (b)  are  illustrated  by  the 
following  example: 

Example,  (i)  Facts.  Individual  F 
.  commences  employment  and  enrolls  Fand 
F’s  16-year-old  child  in  the  group  health  plan 
maintained  by  F’s  employer,  with  a  first  day 
of  coverage  of  October  15,  2010.  F’s  child  had 
a  significant  break  in  coverage  because  of  a 
lapse  of  more  than  63  days  without  creditable 
coverage  immediately  prior  to  enrolling  in 
the  plan.  F’s  child  was  treated  for  asthma 
within  the  six-month  period  prior  to  the 
enrollment  date  and  the  plan  imposes  a  12- 
month  preexisting  condition  exclusion  for 
coverage  of  asthma.  The  next  plan  year 
begins  on  January  1,  2011. 

(ii)  Conclusion.  In  this  Example,  the  plan 
year  beginning  January  1,  2011  is  the  first 
plan  year  of  the  group  health  plan  beginning 
on  or  after  September  23,  2010.  Thus, 
beginning  on  January  1,  2011,  because  the 
child  is  under  19  years  of  age,  the  plan 
cannot  impose  a  preexisting  condition 
exclusion  with  respect  to  the  child’s  asthma 
regardless  of  the  fact  that  the  preexisting 
condition  exclusion  was  imposed  by  the -plan 
before  the  applicability  date  of  this  provision. 

■  5.  Section  2590.715-2711  is  added  to 
subpart  C  to  read  as  follows: 

§  2590.71 5-271 1  No  lifetime  or  annual 
limits. 

(a)  Prohibition — (1)  Lifetime  limits. 
Except  as  provided  in  paragraph  (b)  of 
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this  section,  a  group  health  plan,  or. a 
health  insurance  issuer  offering  group 
health  insurance  coverage,  may  not 
establish  any  lifetime  limit  on  the  dollar 
amount  of  benefits  for  any  individual. 

(2)  Annual  limits — (i)  General  rule. 
Except  as  provided  in  paragraphs 

(a)(2)(ii),  (b),  and  (d)  of  this  section,  a 
group  health  plan,  or  a  health  insurance 
issuer  offering  group  health  insurance 
coverage,  may  not  establish  any  annual 
limit  on  the  dollar  amount  of  benefits 
for  any  individual. 

(ii)  Exception  for  health  flexible 
spending  arrangements.  A  health 
flexible  spending  arrangement  (as 
defined  in  section  106(c)(2)  of  the 
Internal  Revenue  Code)  is  not  subject  to 
the  requirement  in  paragraph  (a)(2)(i)  of 
this  section. 

(b)  Construction — (1)  Permissible 
limits  on  specific  covered  benefits.  The 
rules  of  this  section  do  not  prevent  a 
group  health  plan,  or  a  health  insurance 
issuer  offering  group  health  insurance 
coverage,  from  placing  annual  or 
lifetime  dollar  limits  with  respect  to  any 
individual  on  specific  covered  benefits 
that  are  not  essential  health  benefits  to 
the  extent  that  such  limits  are  otherwise 
permitted  under  applicable  Federal  or 
State  law.  (The  scope  of  essential  health 
benefits  is  addressed  in  paragraph  (c)  of 
this  section). 

(2)  Condition-based  exclusions.  The 
rules  of  this  section  do  not  prevent  a 
group  health  plan,  or  a  health  insurance 
issuer  offering  group  health  insurance 
coverage,  from  excluding  all  benefits  for 
a  condition.  Howrever,  if  any  benefits  are 
provided  for  a  condition,  then  the 
requirements  of  this  section  apply. 

Other  requirements  of  Federal  or  State 
law  may  require  coverage  of  certain 
benefits. 

(c)  Definition  of  essential  health 
benefits.  The  term  “essential  health 
benefits”  means  essential  health  benefits 
under  section  1302(b)  of  the  Patient 
Protection  and  Affordable  Care  Act  and 
applicable  regulations. 

(d)  Restricted  annual  limits 
permissible  prior  to  2014 — (1)  In 
general.  With  respect  to  plan  years 
beginning  prior  to  January  1,  2014,  a 
group  health  plan,  or  a  health  insurance 
issuer  offering  group  health  insurance 
coverage,  may  establish,  for  any 
individual,  an  annual  limit  on  the  dollar 
amount  of  benefits  that  are  essential 
health  benefits,  provided  the  limit  is  no 
less  than  the  amounts  in  the  following 
schedule: 

(i)  For  a  plan  year  beginning  on  or 
after  September  23,  2010,  but  before 
September  23,  2011,  $750,000. 

(ii)  For  a  plan  year  beginning  on  or 
after  September  23,  2011,  but  before 
September  23,  2012,  $1,250,000. 


(iii)  For  plan  years  beginning  on  or 
after  September  23,  2012,  but  before 
January  1,  20,14,  $2,000,000. 

(2)  Only  essential  health  benefits 
taken  into  account.  In  determining 
whether  an  individual  has  received 
benefits  that  meet  or  exceed  the 
applicable  amount  described  in 
paragraph  (d)(1)  of  this  section,  a  plan 
or  issuer  must  take  into  account  only 
essential  health  benefits. 

(3)  Waiver  authority  of  the  Secretary 
of  Health  and  Human  Services.  For  plan 
years  beginning  before  January  1,  2014, 
the  Secretary  of  Health  and  Human 
Services  may  establish  a  program  under 
which  the  requirements  of  paragraph 
(d)(1)  of  this  section  relating  to  annual 
limits  may  be  waived  (for  such  period 
as  is  specified  by  the  Secretary  of  Health 
and  Human  Services)  for  a  group  health 
plan  or  health  insurance  coverage  that 
has  an  annual  dollar  limit  on  benefits 
below  the  restricted  annual  limits 
provided  under  paragraph  (d)(1)  of  this 
section  if  compliance  with  paragraph 
(dKl)  of  this  section  would  result  in  a 
significant  decrease  in  access  to  benefits 
under  the  plan  or  health  insurance 
coverage  or  would  significantly  increase 
premiums  fof  the  plan  or  health 
insurance  coverage. 

(e)  Transitional  rules  for  individuals 
whose  coverage  or  benefits  ended  by 
reason  of  reaching  a  lifetime  limit — (1) 

In  general.  The  relief  provided  in  the 
transitional  rules  of  this  paragraph  (e) 
applies  with  respect  to  any  individual — 

(1)  Whose  coverage  or  benefits  under 
a  group  health  plan  or  group  health 
insurance  coverage  ended  by  reason  of 
reaching  a  lifetime  limit  on  the  dollar 
value  of  all  benefits  for  any  individual 
(which,  under  this  section,  is  no  longer 
permissible):  and 

(ii)  Who  becomes  eligible  (or  is 
required  to  tjecome  eligible)  for  benefits 
not  subject  to  a  lifetime  limit  on  the 
dollar  value  of  all  benefits  under  the 
group  health  plan  or  group  health 
insurance  coverage  on  the  first  day  of 
the  first  plan  year  beginning  on  or  after 
September  23,  2010,  by  reason  of  the 
application  of  this  section. 

(2)  Notice  and  enrollment  opportunity 
requirements-(i)  If  an  individual 
described  in  paragrap(i  (e)(1)  of  this 
section  is  eligible  for  benefits  (or  is 
required  to  become  eligible  for  benefits) 
under  the  group  health  plan — or  group 
health  insurance  coverage — described  in 
paragraph  (e)(1)  of  this  section,  the  plan 
and  the  issuer  are  required  to  give  the 
individual  written  notice  that  the 
lifetime  limit  on  the  dollar  value  of  all 
benefits  no  longer  applies  and  that  the 
individual,  if  covered,  is  once  again 
eligible  for  benefits  under  the  plan. 
Additionally,  if  the  individual  is  not 


enrolled  in  the  plan  or  health  insurance 
coverage,  or  if  an  enrolled  individual  is 
eligible  for  but  not  enrolled  in  any 
benefit  package  under  the  plan  or  health 
insurance  coverage,  then  the  plan  and 
issuer  must  also  give  such  an  individual 
an  opportunity  to  enroll  that  continues 
for  at  least  30  days  (including  written 
notice  of  the  opportunity  to  enroll).  The 
notices  and  enrollment  opportunity 
required  under  this  paragraph  (e)(2)(i) 
must  be  provided  beginning  not  later 
than  the  first  day  of  the  first  plan  year 
beginning  on  or  after  September  23, 

2010. 

(ii)  The  notices  required  under 
paragraph  (e)(2)(i)  of  this  section  may  be 
provided  to  an  employee  on  behalf  of 
the  employee’s  dependent.  In  addition, 
the  notices  may  be  included  with  other 
enrollment  materials  that  a  plan 
distributes  to  employees,  provided  the 
statement  is  prominent.  For  either 
notice,  if  a  notice  satisfying  the 
requirements  of  this  paragraph  (e)(2)  is 
provided  to  an  individual,  the 
obligation  to  provide  the  notice  with 
respect  to  that  individual  is  satisfied  for 
both  the  plan  and  the  issuer. 

(3)  Effective  date  of  coverage.  In  the 
case  of  an  individual  who  enrolls  under 
paragraph  (e)(2)  of  this  section,  coverage 
must  take  effect  not  later  than  the  first 
day  of  the  first  plan  year  beginning  on 
or  after  September  23,  2010. 

(4)  Treatment  of  enrollees  in  a  group 
health  plan.  Any  individual  enrolling  in 
a  group  health  plan  pursuant  to 
paragraph  (e)(2)  of  this  section  must  be 
treated  as  if  the  individual  were  a 
special  enrollee,  as  provided  under  the 
rules  of  §  2590.701-6(d)  of  this  part. 
Accordingly,  the  individual  (and,  if  the 
individual  would  not  be  a  participant 
once  enrolled  in  the  plan,  the 
participant  through  whom  the 
individual  is  otherwise  eligible  for 
coverage  under  the  plan)  must  be 
offered  all  the  benefit  packages  available 

.  to  similarly  situated  individuals  who 
did  not  lose  coverage  by  reason  of 
reaching  a  lifetime  limit  on  the  dollar 
value  of  all  benefits.  For  this  purpose, 
any  difference  in  benefits  or  cost¬ 
sharing  requirements  constitutes  a 
different  benefit  package.  The 
individual  also  cannot  be  required  to 
pay  more  for  coverage  than  similarly 
situated  individuals  who  did  not  lose 
coverage  by  reason  of  reaching  a  lifetime 
limit  on  the  dollar  value  of  all  benefits. 

(5)  Examples.  The  rules  of  this 
paragraph  (e)  are  illustrated  by  the 
following  examples: 

Example  1 .  (i)  Facts.  Employer  Y  maintains 
a  group  health  plan  with  a  calendar  year  plan 
year.  The  plan  has  a  single  benefit  package. 
For  plan  years  beginning  before  September 
23,  2010,  the  plan  has  a  lifetime  limit  on  the 
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dollar  value  of  all  benefits.  Individual  B,  an 
employee  of  Y,  was  enrolled  in  Y's  group 
health  plan  at  the  beginning  of  the  2008  plan 
year.  On  June  10,  2008,  B  incurred  a  claim 
for  benefits  that  exceeded  the  lifetime  limit 
under  y's  plan  and  ceased  to  be  enrolled  in 
the  plan.  B  is  still  eligible  for  coverage  under 
y's  group  health  plan.  On  or  before  January 
1,  2011,  y’s  group  health  plan  gives  B  written 
notice  informing  B  that  the  lifetime  limit  on 
the  dollar  value  of  all  benefits  no  longdr 
applies,  that  individuals  whose  coverage 
ended  by  reason  of  reaching  a  lifetime  limit 
under  the  plan  are  eligible  to  enroll  in  the 
plan,  and  that  individuals  can  request  such 
enrollment  through  February  1,  2011  with 
enrollment  effective  retroactively  to  January 
1,  2011. 

(iij  Conclasion.  In  this  Example  1,  the  plan 
has  complied  with  the  requirements  of  this 
paragraph  (ej  by  providing  a  timely  written 
notice  and  enrollment  opportunity  to  B  that 
lasts  at  least  30  days. 

Example  2.  (i)  Facts.  Employer  Z  maintains 
a  group  health  plan  with  a  plan  year 
beginning  October  1  and  ending  September  - 
30.  Prior  to  October  1,  2010,  the  group  health 
plan  has  a  lifetime  limit  on  the  dollar  value 
of  all  benefits.  Individual  D,  an  employefe  of 
Z,  and  Individual  E,  D’s  child,  were  enrolled 
in  family  coverage  under  Z’s  group  health 
plan  for  the  plan  year  beginning  on  October 
1,  2008.  On  May  1,  2009,  E  incurred  a  claim 
for  benefits  that  exceeded  the  lifetime  limit 
under  Z’s  plan.  D  dropped  family  coverage 
but  remains  an  employee  of  Z  and  is  still 
eligible  for  coverage  under  Z’s  group  health 
plan. 

(ii)  Conclusion.  In  this  Example  2,  not  later 
than  October  1,  2010,  the  plan  must  provide 
D  and  E  an  opportunity  to  enroll  (including 
written  notice  of  an  opportunity  to  enroll) 
that  continues  for  at  least  30  days,  with 
enrollment  effective  not  later  than  October  1, 
2010. 

Example  3.  (i)  Facts.  Same  facts  as 
Example  2,  except  that  Z’s  plan  had  two 
benefit  packages  (a  low-cost  and  a  high-cost 
option).  Instead  of  dropping  coverage,  D 
switched  to  the  low-cost  benefit  package 
option. 

(ii)  Conclusion.  In  this  Example  3,  not  later 
than  October  1,  2010,  the  plan  must  provide 
D  and  E  an  opportunity  to  enroll  in  any 
benefit  package  available  to  similarly  situated 
individuals  who  enroll  when  first  eligible. 
The  plan  would  have  to  provide  D  and  E  the 
opportunity  to  enroll  in  any  benefit  package 
available  to  similarly  situated  individuals 
who  enroll  when  first  eligible,  even  if  D  had 
not  switched  to  the  low-cost  benefit  package 
option. 

Example  4.  (i)  Facts.  Employer  Q 
maintains  a  group  health  plan  with  a  plan 
year  beginning  October  1  and  ending 
September  30.  For  the  plan  year  beginning  on 
October  1,  2009,  Q  has  an  annual  limit  on  the 
dollar  value  of  all  benefits  of  $500,000. 

(ii)  Conclusion.  In  this  Example  4,  Q  must 
raise  the  annual  limit  on  the  dollar  value  of 
essential  health  benefits  to  at  least  $750,000 
for  the  plan  year  beginning  October  1,  2010. 
For  the  plan  yehr  beginning  October  1,  2011, 
Q  must  raise  the  annual  limit  to  at  least  $1.25 
million.  For  the  plan  year  beginning  October 
1,  2012,  Q  must  raise  the  annual  limit  to  at 


least  $2  million.  Q  may  also  impose  a 
restricted  annual  limit  of  $2  million  for  the 
plan  year  beginning  October  1,  2013.  After 
the  conclusion  of  that  plan  year,  Q  cannot 
impose  an  overall  annual  limit. 

Example  5.  (i)  Facts.  Same  facts  as 
Example  4,  except  that  the  annual  limit  for 
the  plan  year  beginning  on  October  1,  2009 
is  $1  million  and  Q  lowers  the  annual  limit 
for  the  plan  year  beginning  October  1,  2010 
to  $750,000. 

(ii)  Conclusion.  In  this  Example  5,  Q 
complies  with  the  requirements  of  this 
paragraph  (e).  However,  Q’s  choice  to  lower 
its  annual  limit  means  that  under 
§  2590.715-1251(g)(l)(vi)(C),  the  group 
health  plan  will  cease  to  be  a  grandfathered 
health  plan  and  will  be  generally  subject  to 
all  of  the  provisions  of  PHS  Act  sections  2701 
through  2719A. 

(f)  Applicability  date.  The  provisions 
of  this  section  apply  for  plan  years 
beginning  on  or  after  September  23, 

2010.  See  §  2590.715-1251  of  this  Part 
for  determining  the  application  of  this 
section  to  grandfathered  health  plans 
(providing  that  the  prohibitions  on 
lifetime  and  annual  limits  apply  to  all 
grandfathered  health  plans  that  are 
group  health  plans  and  group  health 
insurance  coverage,  including  the 
special  rules  regarding  restricted  annual 
limits). 

■  6.  Section  2590.71.5-2712  is  added  to 
subpart  C  to  read  as  follows: 

§  2590.71 5-271 2  Rules  regarding 
rescissions. 

(a)  Prohibition  on  rescissions — (1)  A 
group  health  plan,  or  a  health  insurance 
issuer  offering  group  health  insurance 
coverage,  must  not  rescind  coverage 
under  the  plan,  or  under  the  policy, 
certificate,  or  contract  of  insurance,  with 
respect  to  an  individual  (including  a 
group  to  which  the  individual  belongs 
or  family  coverage  in  which  the 
individual  is  included)  once  the 
individual  is  covered  under  the  plan  or 
coverage,  unless  the  individual  (or  a 
person  seeking  coverage  on  behalf  of  the 
individual)  performs  an  act,  practice,  or 
omission  that  constitutes  fraud,  or 
unless  the  individual  makes  an 
intentional  misrepresentation  of 
material  fact,  as  prohibited  by  the  terms 
of  the  plan  or  coverage.  A  group  health 
plan,  or  a  health  insurance  issuer 
offering  group  health  insurance 
coverage,  must  provide  at  least  30  days 
advance  written  notice  to  each 
participant  who  would  be  affected 
before  coverage  may  be  rescinded  under 
this  paragraph  (a)(1),  regardless  of 
whether  the  coverage  is  insured  or  self- 
insured,  or  whether  the  rescission 
applies  to  an  entire  group  or  only  to  an 
individual  within  the  group.  (The  rules 
of  this  paragraph  (a)(1)  apply  regardless 
of  any.  contestability  period  that  may 
otherwise  apply.) 


(2)  For  purposes  of  this  section,  a 
rescission  is  a  cancellation  or 
discontinuance  of  coverage  that  has 
retroactive  effect.  For  example,  a 
cancellation  that  treats  a  policy  as  void 
from  the  time  of  the  individual’s  or 
group’s  enrollment  is  a  rescission.  As 
another  example,  a  cancellation  that 
voids  benefits  paid  up  to  a  year  before 
the  cancellation  is  also  a  rescission  for 
this  purpose.  A  cancellation  or 
discontinuance  of  coverage  is  not  a 
rescission  if  - 

(i)  The  cejicellation  or  discontinuance 
of  coverage  has  only  a  prospective 
effect;  or 

(ii)  The  cancellation  or 
discontinuance  of  coverage  is  effective 
retroactively  to  the  extent  it  is 
attributable  to  a  failure  to  timely  pay 
required  premiums  or  contributions 
towards  the  cost  of  coverage. 

(3)  The  rules  of  this  paragraph  (a)  are 
illustrated  by  the  following  examples: 

Example  1 .  (i)  Facts.  Individual  A  seeks 
enrollment  in  an  insured  group  health  plan. 
The  plan  terms  permit  rescission  of  coverage 
with  respect  to  an  individual  if  the 
individual  engages  in  fraud  or  makes  an 
intentional  misrepresentation  of  a  material 
fact.  The  plan  requires  A  to  complete  a 
questionnaire  regarding  A’s  prior  medical 
history,  which  affects  setting  the  group  rate 
by  the  health  insurance  issuer.  The 
questionnaire  complies  with  the  other 
requirements  of  this  part.  The  questionnaire 
includes  the  following  question;  “Is  there 
anything  else  relevant  to  your  health  that  we 
should  know?”  A  inadvertently  fails  to  list 
that  A  visited  a  psychologist  on  two 
occasions,  six  years  previously.  A  is  later 
diagnosed  with  breast  cancer  and  seeks 
benefits  under  the  plan.  On  or  around  the 
same  time,  the  issuer  receives  information 
about  A’s  visits  to  the  psychologist,  which 
was  not  disclosed  in  the  questionnaire. 

(ii)  Conclusion.  In  this  Example  1,  the  plan 
cannot  rescind  A ’s  coverage  because  A ’s 
failure  to  disclose  the  visits  to  the 
psychologist  was  inadvertent.  Therefore,  it 
was  not  fraudulent  or  an  intentional 
misrepresentation  of  material  fact. 

Example  2.  (i)  Facts.  An  employer  sponsors 
a  group  health  plan  that  provides  coverage 
for  employees  who  work  at  lea.st  30  hours  per 
week.  Individual  B  has  coverage  under  the 
plan  as  a  full-time  employee.  The  employer 
reassigns  B  to  a  part-time  position.  Under  the 
terms  of  the  plan,  B  is  no  longer  eligible  for 
coverage.  The  plan  mistakenly  continues  to 
provide  health  coverage,  collecting  premiums 
from  B  and  paying  claims  submitted  by  B. 
After  a  routine  audit,  the  plan  discovers  that 
B  no  longer  works  at  least  30  hours  per  week. 
The  plan  rescinds  B’s  coverage  effective  as  of 
the  date  that  B  changed  from  a  full-time 
Employee  to  a  part-time  employee.' 

(ii)  Conclusion.  In  this  Example  2.  the  plan 
cannot  rescind  B’s  coverage  because  there 
was  no  fraud  or  an  intentional 
misrepresentation  of  material  fact.  The  plan 
may  cancel  coverage  for  B  prospectively, 
subject  to  other  applicable  Federal  and  State 
laws. 
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(b)  Compliance  with  other 
requirements.  Other  requirements  of 
Federal  or  State  law  may  apply  in 
connection  with  a  rescission  of 
coverage. 

(c)  Applicability  date.  The  provisions 
of  this  section  apply  for  plan  years 
beginning  on  or  after  September  23, 

2010.  See  §  2590.715-1251  of  this  part 
for  determining  the  application  of  this 
section  to  grandfathered  health  plans 
(providing  that  the  rules  regarding 
rescissions  and  advance  notice  apply  to 
all  grandfathered  health  plans). 

■  7.  Section  2590.715-2719A  is  added 
to  subpart  C  to  read  as  follows: 

§  2590.71 5-271 9A  Patient  protections. 

(a)  Choice  of  health  care  professional— 

(1)  Designation  of  primary  care 
provider — (i)  In  general.  If  a  group 
health  plan,  or  a  health  insurance  issuer 
offering  group  health  insurance 
coverage,  requires  or  provides  for 
designation  by  a  participant  or 
beneficiary  of  a  participating  primary 
care  provider,  then  the  plan  or  issuer 
must  permit  each  participant  or 
beneficiary  to  designate  any 
participating  primary  care  provider  who 
is  available  to  accept  the  participant  or 
beneficiary.  In  such  a  case,  the  plan  or 
issuer  must  comply  with  the  rules  of 
paragraph  (a)(4)  of  this  section  by 
informing  each  participant  of  the  terms 
of  the  plan  or  health  insurance  coverage 
regarding  designation  of  a  primary  care 
provider. 

(ii)  Example.  The  rules  of  this 
paragraph  (a)(1)  are  illustrated  by  the 
following  example: 

Example,  (i)  Facts.  A  group  health  plan 
requires  individuals  covered  under  the  plan 
to  designate  a  primary  care  provider.  The 
plan  permits  each  individual  to  designate 
any  primary  care  provider  participating  in 
the  plan's  network  who  is  available  to  accept 
the  individual  as  the  individual’s  primary 
care  provider.  If  an  individual  has  not 
designated  a  primary  care. provider,  the  plan  * 
designates  one  until  one  has  been  designated 
by  the  individual.  The  plan  provides  a  notice 
that  satisfies  the  requirements  of  paragraph 
(a)(4)  of  this  .section  regarding  the  ability  to 
designate  a  primary  care  provider. 

(ii)  Conclusion.  In  this  Example,  the 
plan  has  satisfied  the  requirements  of 
paragraph  (a)  of  this  section. 

(2)  Designation  of  pediatrician  as 
primary  care  proxnder — (i)  In  general.  If 
a  group  health  plan,  or  a  health 
insurance  issuer  offering  group  health 
insurance  coverage,  requires  or  provides 
for  the  designation  of  a  participating 
primary  care  provider  for  a  child  by  a 
participant  or  beneficiary,  the  plan  or 
issuer  must  permit  the  participant  or 
beneficiary  to  designate  a  physician 
(allopathic  or  osteopathic)  who 


specializes  in  pediatrics  as  the  child’s 
primary  care  provider  if  the  provider 
participates  in  the  network  of  the  plan 
or  issuer  and  iS  available  to  accept  the 
child.  In  such  a  case,  the  plan  or  issuer 
must  comply  with  the  rules  of 
paragraph  (a)(4)  of  this  section  by 
informing  each  participant  of  the  terms 
of  the  plan  or  health  insurance  coverage 
regarding  designation  of  a  pediatrician 
as  the  child’s  primary  care  provider. 

(ii)  Construction.  Nothing  in 
paragraph  (a)(2)(i)  of  this  section  is  to  be 
construed  to  waive  any  exclusions  of 
coverage  under  the  terms  and 
conditions  of  the  plan  or  health 
insurance  coverage  with  respect  to 
coverage  of  pediatric  care. 

(iii)  Examples.  The  rules  of  this 
paragraph  (a)(2)  are  illustrated  by  the 
following  examples: 

Example  1.  (i)  Facts.  A  group  health  plan’s 
HMO  designates  for  each  participant  a 
physician  who  specializes  in  internal 
niedicine  to  serve  as  the  primary  care 
provider  for  the  participant  and  any 
beneficiaries.  Participant  A  requests  that 
Pediatrician  B  be  designated  as  the' primary 
care  provider  for  A’s  child.  B  is  a 
participating  provider  in  the  HMO’s  network. 

(ii)  Conclusion.  In  this  Example  1,  the 
HMO  must  permft  A ’s  designation  of  B  as  the 
primary  care  provider  for  A ’s  child  in  order 
to  comply  with  the  requirements  of  this 
paragraph  (a)(2). 

Example  2.  (i)  Facts.  Stune  facts  as 
Example  1,  except  that  A  takes  A’s  child  to 
B  for  treatment  of  the  child’s  severe  shellfish 
allergies.  B  wishes  to  refer  A’s  child  to  an 
allergist  for  treatment.  The  HMO,  however, 
does  not  provide  coverage  for  treatment  of 
food  allergies,  nor  does  it  have  an  allergist 
participating  in  its  network,  and  it  therefore 
refuses  to  authorize  the  referral. 

(ii)  Conclusion.  In  this  Example  2,  the 
HMO  has  not  violated  the  requirements  of 
this  paragraph  (a)(2)  because  the  exclusion  of 
treatment  for  food  allergies  is  in  accordance 
with  the  terms  of  A ’s  coverage. 

(3)  Patient  access  to  obstetrical  and 
gynecological  care — (i)  General  rights — 
(A)  Direct  access.  A  group  health  plan, 
or  a  health  insurance  issuer  offering 
group  health  insurance  coverage, 
described  in  paragraph  (a)(3)(ii)  of  this 
section  may  not  require  authorization  or 
referral  hy  the  plan,  issuer,  or  any 
person  (including  a  primary  care 
provider)  in  the  case  of  a  female 
participant  or  beneficiary*  who  seeks 
coverage  for  obstetrical  or  gynecological 
care  provided  by  a  participating  health 
care  professional  who  specializes  in 
obstetrics  or  gynecology.  In  such  a  case, 
the  plan  or  issuer  must  comply  with  the 
rules  of  paragraph  (a)(4)  of  this  section 
by  informing  each  participant  that  the 
plan  may  not  require  authorization  or 
referral  for  obstetrical  or  gynecological 
care  by  a  participating  health  care  • 
professional  who  specializes  in 


obstetrics  or  gynecology.  The  plan  or 
issuer  may  require  such  a  professional 
to  agree  to  otherwise  adhere  to  the 
plan’s  or  issuer’s  policies  and 
procedures,  including  procedures 
regarding  referrals  and  obtaining  prior 
authorization  and  providing  services 
pursuant  to  a  treatment  plan  (if  any) 
approved  by  the  plan  or  issuer.  For 
purposes  of  this  paragraph  (a)(3),  a 
health  care  professional  who  specializes 
in  obstetrics  or  gynecology  is  any 
individual  (including  a  person  other 
than  a  physician)  who  is  authorized 
under  applicable  State  law  to  provide 
obstetrical  or  gynecological  care. 

(B)  Obstetrical  and  gynecological 
care.  A  group  health  plan  or  health 
insurance  issuer  described  in  paragraph 
(a)(3)(ii)  of  this  section  must  treat  the 
provision  of  obstetrical  and 
gynecological  care,  and  the  ordering  of 
related  obstetrical  and  gynecological 
items  and  services,  pursuant  to  the 
direct  access  described  under  paragraph 
(a)(3)(i)(A)  of  this  section,  by  a 
participating  health  care  professional 
who  specializes  in  obstetrics  or 
gynecology  as  the  authorization  of  the 
primary  care  provider. 

(ii)  Application  of  paragraph.  A  group 
health-plan,  or  a  health  insurance  issuer 
offering  group  health  insurance 
coverage,  is  described  in  this  paragraph 
(a)(3)  if  the  plan  or  issuer — 

(A)  Provides  coverage  for  obstetrical 
or  gynecological  care;  and 

(B)  Requires  the  designation  by  a 
participant  or  beneficiary  of  a 
participating  primary  care  provider. 

(iii)  Construction.  Nothing  in 
paragraph  (a)(3)(i)  of  this  section  is  to  be 
construed  to — 

(A)  Waive  any  exclusions  of  coverage 
under  the  terms  and  conditions  of  the 
plan  or  health  insurance  coverage  with 
respect  to  coverage  of  obstetrical  or 
gynecological  care;  or 

(B)  Preclude  the  group  health  plan  or 
health  insurance  issuer  involved  from 
requiring  that  the  obstetrical  or 
gynecological  provider  notify  the 
primary  care  health  care  professional  or 
the  plan  or  issuer  of  treatment 
decisions. 

(iv)  Examples.  The  rules  of  this 
paragraph  (a)(3)  are  illustrated  by  the 
following  examples: 

Example  1 .  (i)  Facts.  A  group  health  plan 
requires  each  participant  to  designate  a 
physician  to  serve  as  the  primary  care 
provider  for  the  participant  and  the 
participant’s  family.  Participant  A,  a  female, 
requests  a  gynecological  exam  with  Physician 
B,  an  in-network  physician  specializing  in 
gynecological  care.  "The  group  health  plan 
requires  prior  authorization  from  A 's 
designated  primary  care  provider  for  the 
gynecological  exam. 
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(ii)  Conclusion.  In  this  Example  1 ,  the 
group  health  plan  has  violated  the 
requirements  of  this  paragraph  {a)(3)  because 
the  plan  requires  prior  authorization  from  A’s 
primary'  care  provider  prior  to  obtaining 
gynecological  services. 

Example  2.  (i)  Facts.  Same  facts  as 
Example  1  except  that  A  seeks  gynecological 
services  from  C,  an  out-of-network  provider. 

(ii)  Conclusion.  In  this  Example  2,  the 
group  health  plan  has  not  violated  the  ' 
requirements  of  this  paragraph  (a)(3)  by 
requiring  prior  authorization  because  C  is  not 
a  participating  health  care  provider. 

Example  3.  (i)  Facts.  Same  facts  as 
Example  1  except  that  the  group  health  plan 
only  requires  B  to  inform  /I’s  designated 
primary  care  physician  of  treatment 
decisions. 

(ii)  Conclusion.  In  this  Example  3,  the 
group  health  plan  has  not  violated  the 
requirements  of  this  paragraph  (a)(3)  because 
A  has  direct  access  to  B  without  prior 
authorization.  The  fact  that  the  group  health 
plan  requires  notification  of  treatment 
decisions  to  the  designated  primary  care 
physician  does  not  violate  this  paragraph 
(a)(3). 

^  Example  4.  (i)  Facts.  A  group  health  plan 
:]  requires  each  participant  to  designate  a 
I  physician  to  serve  as  the  primary  care 
provider  for  the  participant  and  the 
; !  participant’s  family.  The  group  health  plan 
j  requires  prior  authorization  before  providing 
4  benefits  for  uterine  fibroid  embolization. 

|(ii)  Conclusion.  In  this  Example  4,  the  plan 
requirement  for  prior  authorization  before 
■  providing  benefits  for  uterine  fibroid 
j  embolization  does  not  violate  the 
1  requirements  of  this  paragraph  (a)(3)  because, 
1  though  the  prior  authorization  requhement 
^  applies  to  obstetrical  services,  it  does  not 
T  restrict  access  to  any  providers  specializing 
I  in  obstetrics  or  gynecology. 

g  (4)  Notice  of  right  to  designate'a 
p.  primary  care  provider — (i)  In  general.  If 
■  a  group  health  plan  or  health  insurance 
B  issuer  requires  the  designation  hy  a 
1  participant  or  beneficiary  of  a  primary 
I  care  provider,  the  plan  or  issuer  must 
j  provide  a  notice  informing  each 
I  participaitt  of  the  terms  of  the  plan  or 
^  health  insurance  coverage  regarding 
i  designation  of  a  primary  care  provider 
and  of  the  rights — 

j  (A)  Under  paragraph  (a)(lKi)  of  this 
"  section,  that  any  participating  primary 
1  care  provider  who  is  available  to  accept 
I  the  participant  or  beneficiary  can  be 
!  designated: 

(B)  Under  paragraph  (a)(2)(i)  of  this 
^  section,  wdth  respect  to  a  child,  that  any 
I  participating  physician  who  specializes 
■  in  pediatrics  can  be  designated  as  the 
primary  care  provider;  and 
(C)  Under  paragraph  (a)(3)(i)  of  this 
section,  that  the  plan  may  not  require 
*  authorization  or  referral  for  obstetrical 
i  or  gynecological  care  by  a  participating 
‘  health  care  profe^ional  who  specializes 
;  in  obstetrics  or  gynecology. 

(ii)  Timing.  The  notice  described  in 
’  paragraph  (a)(4)(i)  of  this  section  must 

i 


be  included  whenever  the  plan  or  issuer 
provides  a  participant  with  a  summary 
plan  description  or  other  similar 
description  of  benefits  under  the  plan  or 
health  insurance  coverage. 

(iii)  Model  language.  The  following 
model  language  can  be  used  to  satisfy 
the  notice  requirement  described  in 
paragraph  (a)(4)(i)  of  this  section: 

(A)  For  plans  and  issuers  that  require 
or  allow  for  the  designation  of  primary 
care  providers  by  participants  or 
beneficiaries,  insert: 

[Name  of  group  health  plan  or  health 
insurance  issuer]  generally  [requires/allb'ws] 
the  designation  of  a  primary  care  provider. 
You  have  the  right  to  designate  any  primary 
care  provider  who  participates  in  our 
network  and  who  is  available  to  accept  you 
or  your  family  members.  [If  the  plan  or  health 
insurance  coverage  designates  a  primary  care 
provider  automatically,  insert:  Until  you 
make  this  designation,  [name  of  group  health 
plan  or  health  insurance  issuer]  designates 
one  for  you.)  For  information  on  how  to 
select  a  primary  care  provider,  and  for  a  list 
of  the  participating  primary  care  providers, 
contact  the  [plan  admirtistrator  or  issuer]  at 
[insert  contact  information]. 

(B)  For  plans  and  issuers  that  require 
or  allow  for  the  designation  of  a  primary 
care  provider  for  a  child,  add: 

For  children,  you  may  designate  a 
pediatrician  as  the  primary  care  provider. 

(C)  For  plans  and  issuers  that  provide 
coverage  for  obstetric  or  gynecological 
care  and  require  the  designation  by  a 
participant  or  beneficiary  of  a  primary 
care  provider,  add: 

You  do  not  need  prior  authorization  from 
[name  of  group  health  plan  or  issuer]  or  from 
any  other  person  (including  a  primary  care 
provider)  in  order  to  obtain  access  to 
obstetrical  or  gynecological  care  from  a 
health  care  professional  in  our  network  who 
specializes  in  obstetrics  or  gynecology.  The 
health  care  professional,  however,  may  be 
required  to  comply  with  certain  procedures, 
including  obtaining  prior  authorization  for 
certain  services,  following  a  pre-approved 
treatment  plan,  or  procedures  for  making 
referrals.  For  a  list  of  participating  health 
care  professionals  who  specialize  in 
obstetrics  or  gynecology,  contact  the  [plan 
administrator  or  issuer]  at  [insert  contact 
information). 

(b)  Coverage  of  emergency  services — 

(1)  Scope.  If  a  group  health  plan,  or  a 
health  insurance  issuer  offering  group 
health  insurance  coverage,  provides  any 
benefits  with  respect  to  services  in  an 
emergency  department  of  a  hospital,  the 
plan  or  issuer  must  cover  emergency 
services  (as  defined  in  paragraph 
(b)(4)(ii)  of  this  section)  consistent  with 
the  rules  of  this  paragraph  (b). 

(2)  General  rules.  A  plan  or  issuer 
subject  to  the  requirements  of  this 
paragraph  (b)  must  provide  coverage  for 


emergency  services  in  the  following 
manner — 

(i)  Without  the  need  for  any  prior 
authorization  determination,  even  if  the 
emergency  services  are  provided  on  an 
out-of-network  basis: 

(ii)  Withotit  regard  to  whether  the 
health  care  provider  furnishing  the 
emergency  services  is  a  participating 
network  provider  with  respect  to  the 
services; 

(iii)  If  the  emergency  services  are 
provided  out  of  network,  without 
imposing  any  administrative 
requirement  or  limitation  on  coverage 
that  is  more  restrictive  than  the 
requirements  or  limitations  that  apply  to 
emergency  services  received  from  in- 
network  providers; 

(iv)  If  the  emergency  services  are 
provided  out  of  network,  by  complying 
with  the  cost-sharing  requirements  of 
paragraph  (b)(3)  of  this  section;  and 

(v)  Without  regard  to  any  other  term 
or  condition  of  the  coverage,  other 
than — 

(A)  The  exclusion  of  or  coordination 
of  benefits; 

(B)  An  affiliation  or  waiting  period 
permitted  under  part  7  of  ERISA,  part  A 
of  title  XXVII  of  the  PHS  Act,  or  chapter 
100  of  the  Internal  Revenue  Code;  or 

(C)  Applicable  cost  sharing. 

(3)  Cost-sharing  requirements — (i) 
Copayments  and  coinsurance.  Any  cost¬ 
sharing  requirement  expressed  as  a 
copayment  amount  or  coinsurance  rate 
imposed  with  respect  to  a  participant  or 
beneficiary  for  out-of-network 
emergency  services  cannot  exceed  the 
cost-sharing  requirement  imposed  with 
respect  to  a  participant  or  beneficiary  if 
the  services  v.'ere  provided  in-network. 
However,  a  participant  or  beneficiary 
may  be  required  to  pay,  in  addition  to 
the  in-network  cost  sharing,  the  excess 
of  the  amount  the  out-of-network 
provider  charges  over  the  amount  the 
plan  or  issuer  is  required  to  pay  under 
this  paragraph  (b)(3)(i).  A  group  health 
plan  or  health  insurance  issuer  complies 
with  the  requirements  of  this  paragraph 
(b)(3)  if  it  provides  benefits  with  respect 
to  an  emergency  service  in  an  amount 
equal  to  the  greatest  of  the  three 
amounts  specified  in  paragraphs 
(b)(3)(i)(A),  (b)(3)(i)(B),  and  (b)(3)(i)(C) 
of  this  section  (which  are  adjusted  for 
in-network  cost-sharing  requirements). 

(A)  The  amount  negotiated  with  in- 
network  providers  for  the  emergency  • 
service  furnished,  excluding  any  in- 
network  copayment  or  coinsurance 
imposed  with  respect  to  the  participant 
or  beneficiary.  If  there  is  more  than  one 
amount  negotiated  with  in-network 
providers  for  the  emergency  service,  the 
amount  described  under  this  paragraph 
(b)(3)(i)(A)  is  the  median  of  these 


37234 


Federal  Register / Vol.  75,  No.  123 /Monday,  June  28,  2010 /Rules  and  Regulations 


amounts,  excluding  any  in-network 
copayment  or  coinsurance  imposed 
with  respect  to  the  participant  or 
beneficiary.  In  determining  the  median 
described  in  the  preceding  sentence,  the 
amount  negotiated  with  each  in-network 
provider  is  treated  as  a  separate  amount 
(even  if  the  same  amount  is  paid  to 
more  than  one  provider).  If  there  is  no 
per-service  amount  negotiated  with  in- 
network  providers  (such  as  under  a 
capitation  or  other  similar  payment 
arrangement),  the  amount  under  this 
paragraph  {b){3)(i)(A)  is  disregarded. 

(B)  The  amount  for  the  emergency 
service  calculated  using  the  same 
method  the  plan  generally  uses  to 
determine  payments  for  out-of-network 
services  (such  as  the  usual,  customary, 
and  reasonable  amount),  excluding  any 
in-network  copayment  or  coinsurance 
imposed  with  respect  to  the  participant 
or  beneficiary.  The  amount  in  this 
paragraph  (b)(3)(i)(B)  is  determined 
without  reduction  for  out-of-network 
cost  sharing  that  generally  applies  under 
the  plan  or  health  insurance  coverage 
with  respect  to  out-of-network  services. 
Thus,  for  example,  if  a  plan  generally 
pays  70  percent  of  the  usual,  customary, 
and  reasonable  amount  for  out-of- 
network  services,  the  amount  in  this 
paragraph  (b)(3)(i)(B)  for  an  emergency 
service  is  the  total  (that  is,  100  percent) 
of  the  usual,  customary,  and  reasonable 
amount  for  the  service,  not  reduced  by 
the  30  percent  coinsurance  that  would 
generally  apply  to  out-of-network 
services  (but  reduced  by  the  in-network 
copayment  or  coinsurance  that  the 
individual  would  be  responsible  for  if 
the  emergency  service  had  been 
provided  in-network). 

(C)  The  amount  that  would  be  paid 
under  Medicare  (part  A  or  part  B  of  title 
XVIIl  of  the  Social  Security  Act,  42 
U.S.C.  1395  et  sag.)  for  the  emergency 
service,  excluding  any  in-network 
copayment  or  coinsurance  imposed 
with  respect  to  the  participant  or 
beneficiary. 

(ii)  Other  cost  sharir}g.  Any  cost¬ 
sharing  requirement  other  than  a 
copayment  or  coinsurance  requirement 
(such  as  a  deductible  or  out-of-pocket 
maximum)  may  be  imposed  with 
respect  to  emergency  services  provided 
out  of  network  if  the  cost-sharing 
requirement  generally  applies  to  out-of¬ 
network  benefits.  A  deductible  may  be 
imposed  with  respect  to  out-of-network 
emergency  services  only  as  part  of  a 
deductible  that  generally  applies  to  out- 
of-network  benefits.  If  an  out-of-pocket 
maximum  generally  applies  to  out-of¬ 
network  benefits,  that  out-of-pocket 
maximum  must  apply  to  out-of-network 
emergency.services. 


(iii)  Examples.  The  rules  of  this 
paragraph  (b)(3)  are  illustrated  by  the 
following  examples.  In  all  of  these 
examples,  the  group  health  plan  covers 
benefits  with  respect  to  emergency 
services. 

Example  1.  (i)  Facts.  A  group  health  plan 
imposes  a  25%  coinsurance  responsibilify  on 
individuals  who  are  furnished  emergency 
services,  whether  provided  in  network  or  out 
of  network.  If  a  covered  individual  notifies 
the  plan  within  two  business  days  after  the 
day  an  individual  receives  treatment  in  an 
emergency  department,  the  plan  reduces  the 
coinsurance  rate  to  15%. 

(ii)  Conclusion.  In  this  Example  1:  the 
requirement  to  notify  the  plan  in  order  to 
receive  a  reduction  in  the  coinsurance  rate 
does  not  violate  the  requirement  that  the  plan 
cover  emergency  services  without  the  need 
for  any  prior  authorization  determination. 
This  is  the  result  even  if  the  plan  required 
that  it  be  notified  before  or  at  the  time  of 
receiving  services  at  the  emergency 
department  in  order  to  receive  a  reduction  in 
the  coinsurance  rate. 

Example  2.  (i)  Facts.  A  group  health  plan 
imposes  a  $60  copayment  on  emergency 
services  without  preauthorization,  whether 
provided  in  network  or  out  of  network.  If 
emergency  services  are  preauthorized,  the 
plan  waives  the  copayment,  even  if  it  later 
determines  the  medical  condition  was  nbt  an 
emergency  mecjical  condition. 

(ii)  Conclusion.  In  this  Example  2,  by 
requiring  an  individual  to  pay  more  for 
emergency  services  if  the  individual  does  not 
obtain  prior  authorization,  the  plan  violates 
the  requirement  that  the  plan  cover 
emergency  services  without  the  need  for  any 
prior  authorization  determination.  (By 
contrast,  if,  to  have  the  copayment  waived, 
the  plan  merely  required  that  it  be  notified 
rather  than  a  prior  authorization,  then  the 
plan  would  not  violate  the  requirement  that 
the  plan  cover  emergency  services  without 
the  need  for  any  prior  authorization 
determination.) 

Example  3.  (i)  Facts.  A  group  health  plan 
covers  individuals  who  receive  emergency 
services  with  respect  to  an  emergency 
medical  condition  from  an  out-of-network 
provider.  The  plan  has  agreements  with  in- 
network  providers  with  respect  to  a  certain 
emergency  service.  Each  provider  has  agreed 
to  provide  the  service  for  a  certain  amount. 
Among  all  the  providers  for  the  service:  one 
has  agreed  to  accept  $85,  two  have  agreed  to 
accept  $100,  two  have  agreed  to  accept  $110, 
three  have  agreed  to  accept  $120,  and  one  has 
agreed  to  accept  $150.  Under  the  agreement, 
the  plan  agrees  to  pay  the  providers  80%  of 
the  agreed  amount,  with  the  individual 
receiving  the  service  responsible  for  the 
remaining  20%. 

(ii)  Conclusion.  In  this  Example  3,  the 
values  taken  into  account  in  determining  the 
median  are  $85,  $100,  $100<  $110,  $110, 

$120,  $120,  $120,  and  $150.  Therefore,  the 
median  amount  among  those  agreed  to  for  the 
emergency  service  is  $110,  and  the  amount 
under  paragraph  (b)(3)(i)(A)  of  this  section  is 
80%  of  $110  ($88). 

Example  4.  (i)  Facts.  Same  facts  as 
Example  3.  Subsequently,  the  plan  adds 


another  provider  to  its  network,  who  has 
agreed  t(f  accept  $150  for  the  emergency 
service. 

(ii)  Conclusion.  In  this  Example  4,  the 
median  amount  among  those  agreed  to  for  the 
emergency  service  is  $115.  (Because  there  is 
no  one  middle  amount,  the  median  is  the 
average  of  the  two  middle  amounts,  $110  and 
$120.)  Accordingly,  the  amount  under 
paragraph  (b)(3)(i)(A)  of  this  section  is  80% 
of  $115  ($92). 

Example  5.  (i)  Facts.  Same  facts  as 
Example  4.  An  Individual  covered  by  the 
plan  receives  the  emergency  service  Irom  an 
out-of-network  provider,  who  charges  $125 
for  the  service.  With  respect  to  services 
provided  by  out-of-network  providers 
generally,  the  plan  reimburses  covered 
individuals  50%  of  the  reasonable  amount 
charged  by  the  provider  for  medical  services. 
For  this  purpose,  the  reasonable  amount  for 
any  service  is  based  on  information  on 
charges  by  all  providers  collected  by  a  third 
party,  on  a  zip  code  by  zip  code  basis,  with 
the  plan  treating  charges  at  a  specified 
percentile  as  reasonable.  For  the  emergency 
service  received  by  the  individual,  the 
reasonable  amount  calculated  using  this 
method  is  $116.  The  amount  that  would  be 
paid  under  Medicare  for  the  emergency 
service,  excluding  any  copayment  or 
coinsurance  for  the  service,  is  $80. 

(ii)  Conclusion.  In  this  Example  5,  the  plan 
is  responsible  for  paying  $92.80,  80%  of 
$116.  The  median  amount  among  those 
agreed  to  for  the  emergency  service  is  $115 
and  the  amount  the  plan  would  pay  is  $92 
(80%  of  $115);  the  amount  calculated  using 
the  same  method  the  plan  uses  to  determine 
payments  for  out-of-network  services — 

$116 — excluding  the  in-network  20% 
coinsurance,  is  $92.80;  and  the  Medicare 
payment  is  $80.  Thus,  the  greatest  amount  is 
$92.80.  The  individual  is  responsible  for  the 
remaining  $32.20  charged  by  the  out-of- 
lietwork  provider. 

Example  6.  (i)  Facts.  Same  facts  as 
Example  5.  The  group  health  plan  generally 
imposes  a  $250  deductible  for  in-network 
health  care.  With  respect  to  all  health  care 
provided  by  out-of-network  providers,  the 
plan  imposes  a  $500  deductible.  (Covered  in- 
network  claims  are  credited  against,  the 
deductible.)  The  individual  has  incurred  and 
submitted  $260  of  covered  claims  prior  to 
jeceiving  the  emergency  service  out  of 
network. 

(ii)  Conclusion.  In  this  Example  6,  the  plan 
is  not  responsible  for  paying  anything  with 
respect  to  the  emergency  service  furnished  by 
the  out-of-network  provider  because  the 
covered  individual  has  not  satisfied  the 
higher  deductible  that  applies  generally  to  ail 
health  care  provided  out  of  network. 
However,  the  amount  the  individual  is 
required  to  pay  is  credited  against  the 
deductible. 

(4)  Definitions.  The  definitions  in  this 
paragraph  (b)(4)  govern  in  applying  the 
provisions  of  this  paragraph  (b). 

(i)  Emergency  medical  condition.  The 
term  emergency  medical  condition 
means  a  medical  condition  manifesting 
itself  by  acute  symptoms  of  sufficient 
severity  (including  severe  pain)  so  that 
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a  prudent  layperson,  who  possesses  an 
average  knowledge  of  health  and 
medicine,  could  reasonably  expect  the 
absence  of  immediate  medical  attention 
to  result  in  a  condition  described  in 
clause  (i),  (ii),  or  (iii)  of  section 
1867(e)(1)(A)  of  the  Social  Security  Act 
(42  U.S.C.  1395dd(e)(l)(A)).  (In  that 
provision  of  the  Social  Security  Act, 
clause  (i)  refers  to  placing  the  health  of 
the  individual  (or,  with  respect  to  a 
pregnant  woman,  the  health  of  the 
woman  or  her  unborn  child)  in  serious 
jeopardy:  clause  (ii)  refers  to  serious 
impairment  to  bodily  functions;  and 
clausejiii)  refers  to  serious  dysfunction 
of  any  bodily  organ  or  part.) 

(ii)  Emergency  serv  ices.  The  term 
emergency  services  means,  with  respect 
to  an  emergency  medical  condition — 

(A)  A  medical  screening  examination 
(as  required  under  section  1867  of  the 
Social  Security  Act,  42  U.S.C.  1395dd) 
that  is  within  the  capability  of  the  ’ 
emergency  department  of  a  hospital, 
including  ancillary  services  routinely 
available  to  the  emergency  department 
to  evaluate  such  emergency  medical 
condition,  and 

(B)  Such  further  medical  examination 
and  treatment,  to  the  extent  they  are 
within  the  capabilities  of  the  staff  and 
facilities  available  at  the  hospital,  as  are 
required  under  section  1867  of  the 
Social  Security  Act  (42  U.S.C.  1395dd) 
to  stabilize  the  patient. 

(iii)  Stabilize.  The  term  to  stabilize, 
with  respect  to  an  emergency  medical 
condition  (as  defined  in  paragraph 
(b)(4)(i)  of  this  section)  has  the  meaning 
given  in  section  1867(e)(3)  of  the  Social 
Security  Act  (42  U.S.C.  1395dd(e)(3)). 

(c)  Applicability  date.  The  provisions 
of  this  section  apply  for  plan  years 
beginning  oa  or  after  September  23, 
2010.  See  §  2590.715-1251  of  this  part 
for  determining  the  application  of  this 
section  to  grandfathered  health  plans 
(providing  that  these  rules  regarding 
patient  protections  do  not  apply  to 
grandfathered  health  plans). 

Department  of  Health  and  Human  - 
Services 

Office  of  Consumer  Information  and 
Insurance  Oversight 

45  CFR  Subtitle  A 

■  For  the  reasons  stated  in  the  preamble, 
the  Department  of  Health  and  Human 
Services  amends  45  CFR  parts  144  and 
146,  and  part  147,  added  May  13,  2010, 
at  75  FR  27138,  effective  July  12,  2010, 
as  follows: 


PART  144— REQUIREMENTS 
RELATING  TO  HEALTH  INSURANCE 
COVERAGE 

■  1.  The  authority  citation  for  part  144 
continues  to  read  as  follows: 

Authority:  Secs.  2701  through  2763,  2791, 
and  2792  of  the  Public  Health  Service  Act, 

42  U.S.C.  300gg  through  300gg-63,  300gg-91, 
and  300gg-92. 

■  2.  Section  144.103  is  amended  by 
revising  the  definition  of  preexisting 
condition  exclusion  to  read  as  follows: 

§144.103  Definitions. 

*  *  *  ★  ★ 

Preexisting  condition  exclusion  means 
a  limitation  or  exclusion  of  benefits 
(including  a  denial  of  coverage)  based 
on  the  fact  that  the  condition  was 
present  before  the  effective  date  of 
coverage  (or  if  coverage  is  denied,  the 
date  of  the  denial)  under  a  group  health 
plan  or  group  or  individual  health 
insurance  coverage  (or  other  coverage 
provided  to  Federally  eligible 
individuals  pursuant  to  45  CFR  part 
148),  whether  or  not  any  medical 
advice,  diagnosis,  care,  or  treatment  was 
recommended  or  received  before  that 
day.  A  preexi.sting  condition  exclusion 
includes  any  limitation  or  exclusion  of 
benefits  (including  a  denial  of  coverage) 
applicable  to  an  individual  as  a  result  of 
information  relating  to  an  individual’s 
health  status  before  the  individual’s 
effective  date  of  coverage  (or  if  coverage 
is  denied,  the  date  of  the  denial)  under 
a  group  health  plan,  or  group  or 
individual  health  insurance  coverage  (or 
other  coverage  provided  to  Federally 
eligible  individuals  pursuant  to  45  CFR 
part  148),  such  as  a  condition  identified 
as  a  result  of  a  pre-enrollment 
questionnaire  or  physical  examination 
given  to  the  individual,  or  review  of 
medical  records  relating  to  the  pre¬ 
enrollment  period. 

■k  -k  ic  ic  it 

Subpart  B — Requirements  Relating  to 
Access  and  Renewabiiity  of  Coverage, 
and  Limitations  on  Preexisting 
Condition  Exciusion  Periods 

■  3.  Section  146.1  ll(a)(l)(i)  is  revised  to 
read  as  follows: 

§  1 46.1 1 1  Limitations  on  preexisting 
condition  exciusion  period. 

(a)  *  *  * 

(1)  *  *  * 

(i)  A  preexisting  condition  exclusion 
means  a  preexisting  condition  exclusion 
within  the  meaning  set  forth  in 
§  144.103  of  this  part. 

k  k  k  k  k 


PART  147— HEALTH  INSURANCE 
RtFORM  REQUIREMENTS  FOR  THE 
GROUP  AND  INDIVIDUAL  HEALTH 
INSURANCE  MARKETS 

■  4.  The  authorify  citation  for  part  147 
continues  to  read  as  follows: 

Authority:  2701  through  2763,  2791,  and 
2792  of  the  Public  Health  Service  Act  (42 
use  300gg  through  300gg-63,  300gg-91,  and 
300gg-92),  as  amended. 

■  5.  Add  §  147.108  to  read  as  follows: 

§  147.108  Prohibition  of  preexisting 
condition  exclusions. 

(a)  No  preexisting  condition 
exclusions — (1)  In  general.  A  group 
health  plan,  or  a  health  insurance  issuer 
offering  group  or  individual  health 
insurance  coverage,  may  not  impose  any 
preexisting  condition  exclusion  (as 
defined  in  §  144.103). 

(2)  Examples.  The  rules  of  this 
paragraph  (a)  are  illustrated  by  the 
following  examples  (for  additional 
examples  illustrating  the  definition  of  a 
preexisting  condition  exclusion,  see 
§146.111(a)(l)(ii)): 

Example  1.  (i)  Facts.  A  group  health  plan 
provides  benefits  solely  through  an  insurance 
policy  offered  by  Issuer  P.  At  the  expiration 
of  the  policy,  the  plan  switches  coverage  to 
a  policy  offered  by  Issuer  N.  N’s  policy 
excludes  benefits  for  oral  surgery  required  as 
a  result  of  a  traumatic  injury  if  the  injury 
occurred  before  the  effective  date  of  coverage 
under  the  policy. 

(ii)  Conclusion.  In  this  Example  1,  the 
exclusion  of  benefits  for  oral  surgery  required 
as  a  result  of  a  traumatic  injury  if  the  injury 
occurred  before  the  effective  date  of  coverage 
is  a  preexisting  condition  exclusion  because 
it  operates  to  exclude  benefits  for  a  condition 
based  on  the  fact  that  the  condition  was 
present  before  the  effective  date  of  coverage 
under  the  policy. 

Example  2.  (i)  Facts.  Individual  C  applies 
for  individual  health  insurance  coverage  with 
Issuer  M.  M  denies  C’s  application  for 
coverage  because  a  pre-enrollment  physical 
revealed  that  C  has  type  2  diabetes. 

(ii)  Conclusion.  In  this  Example  2,  M’s 
denial  of  C’s  application  for  coverage  is  a 
preexisting  condition  exclusion  because  a 
denial  of  an  application  for  coverage  based 
on  the  fact  that  a  condition  was  present 
before  the  date  of  denial  is  an  exclusion  of 
benefits  based  on  a  preexisting  condition. 

(b)  Applicability — (1)  General 
applicability  date.  Except  as  provided  in 
paragraph  (b)(2)  of  this  section,  the  rules 
of  this  section  apply  for  plan  years 
beginning  on  pr  after  January  1,  2014;  in 
the  case  of  individual  health  insurance 
coverage,  for  policy  years  beginning,  or 
applications  denied,  on  or  after  January 
1,  2014. 

(2)  Early  applicability  date  for 
children.  The  rules  of  this  section  apply 
with  respect  to  enrollees,  including 
applicants  for  enrollment,  who  are 
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under  19  years  of  age  for  plan  years 
beginning  on  or  after  September  23, 

2010;  in  the  case  of  individual  health 
insurance  coverage,  for  policy  years 
beginning,  or  applications  denied,  on  or 
after  September  23,  2010. 

(3)  Applicability  to  grandfathered 
health  plans.  See  §  147.140  of  this  part 
for  determining  the  application  of  this 
section  to  grandfathered  health  plans 
(providing  that  a  grandfathered  health 
plan  that  is  a  group  health  plan  or  group 
health  insurance  coverage  must  comply 
with  the  prohibition  against  preexisting 
condition  exclusions;  however,  a 
grandfathered  health  plan  that  is 
individual  health  insurance  coverage  is 
not  required  to  comply  with  PHS  Act 
section  2704). 

(4)  Examples.  The  rules  of  this 
paragraph  (b)  are  illustrated  by  the 
following  examples: 

Example  1.  (i)  Facts.  Individual  F 
commences  employment  and  enrolls  F  and 
F’s  16-year-old  child  in  the  group  health  plan 
maintained  by  F’s  employer,  with  a  first  day 
of  coverage  of  October  15,  2010.  F’s  child  had 
a  significant  break  in  coverage  because  of  a 
lapse  of  more  than  63  days-without  creditable 
coverage  immediately  prior  to  enrolling  in 
the  plan.  F’s  child  was  treated  for  asthma 
within  the  six-month  period  prior  to  the 
enrollment  date  and  the  plan  imposes  a  12- 
month  preexisting  condition  exclusion  for 
coverage  of  asthma.  The  next  plan  year 
begins  on  January  1,  2011. 

(ii)  Conclusion.  In  this  Example  1,  the  plan 
year  beginning  January  1,  2011,  is  the  first 
plan  year  of  the  group  health  plan  beginning 
on  or  after  September  23,  2010.  Thus, 
beginning  on  January  1,  2011,  because  the 
child  is  under  19  years  of  age,  the  plan 
cannot  impose  a  preexisting  condition 
exclusion  with  respect  to  the  child’s  asthma 
regardless  of  the  fact  that  the  preexisting 
condition  exclusion  was  imposed  by  the  plan 
•  before  the  applicability  date  of  this  provision. 

Example  2.  (i)  Facts.  Individual  G  applies 
for  a  policy  of  family  coverage  in  the 
individual  market  for  G,  G’s  spouse,  and  G’s 
13-year-old  child.  The  issuer  denies  the 
application  for  coverage  on  March  1,  2011 
bemuse  G’s  13-year-old  child  has  autism. 

(ii)  Conclusion.  In  this  Example  2,  the 
issuer’s  denial  of  G’s  application  for  a  policy 
of  family  coverage  in  the  individual  market 
is  a  preexisting  condition  exclusion  because 
the  denial  was  based  on  the  child’s  autism, 
which  was  present  before  the  date  of  denial  , 
of  coverage.  Because  the  child  is  under  19 
years  of  age  and  the  March  1,  2011,  denial 
of  coverage  is  after  the  applicability  date  of 
this  section,  the  issuer  is  prohibited  from 
imposing  a  preexisting  condition  exclusion 
with  respect  to  G’s  13-year-old  child. 

■  6.  Add  §  147.126  to  read  as  follows: 

§  147.126  No  lifetime  or  annual  limits. 

(a)  Prohibition — (1)  Lifetime  limits. 
Except  as  provided  in  paragraph  (b)  of 
this  section,  a  group  health  plan,  or  a 
health  insurance  issuer  offering  group  or 


individual  health  insurance  coverage, 
may  not  establish  any  lifetime  limit  on 
the  dollar  amount  of  benefits  for  any 
individual. 

(2)  Annual  limits — (i)  General  rule. 
Except  as  provided  in  paragraphs 
(a)(2)(ii),  (b),  and  (d)  of  this  section,  a 
group  health  plan,  or  a  health  insurance 
issuer  offering  group  or  individual 
health  insurance  coverage,  may  not 
establish  any  annual  limit  on  the  dollar 
amount  of  benefits  for  any  individual. 

(ii)  Exception  for  health  flexible 
spending  arrangements.  A  health 
flexible  spending  arrangement  (as 
defined.in  section  106(c)(2)  of  the 
Internal  Revenue  Code)  is  not  subject  to 
the  requirement  in  paragraph  (a)(2)(i)  of 
this  section. 

(b)  Construction — (1)  Permissible 
limits  on  specific  covered  benefits.  The 
rules  of  this  section  do  not  prevent  a 
group  health  plan,  or  a  health  insurance 
issuer  offering  group  or  individual 
health  insurance  coverage,  from  placing 
annual  or  lifetime  dollar  limits  with 
respect  to  any  individual  on  specific 
covered  benefits  that  are  not  essential 
health  benefits  to  the  extent  that  such 
limits  are  otherwise  permitted  under 
applicable  Federal  or  State  law.  (The 
scope  of  essential  health  benefits  is 
addressed  in  paragraph  (c)  of  this 
section). 

(2)  Condition-based  exclusions.  The 
rules  of  this  section  do  not  prevent  a 
group  health  plan,  or  a  health  insurance 
issuer  offering  group  or  individual 
health  insurance  coverage,  fttim 
excluding  all  benefits  for  a  condition. 
However,  if  any  benefits  are  provided 
for  a  condition,  then  the  requirements  of 
this  section  apply.  Other  requirements 
of  Federal  or  State  law  may  require 
coverage  of  certain  benefits. 

(c)  Definition  of  essential  health 
benefits.  The  term  “essential  health 
benefits”  means  essential  health  benefits 
under  section  1302  (b)  of  the  Patient 
Protection  and  Affordable  Care  Act  and 
applicable  regulations. 

(d)  Restricted  annual  limits 
permissible  prior  to  2014 — (1)  In 
general.  With  respect  to  plan  years  (in 
the  individual  market,  policy  years) 
beginning  prior  to  January  1,  2014,  a 
group  health  plan,  or  a  health  insurance 
issuer  offering  group  or  individual 
health  insurance  coverage,  may 
establish,  for  any  individual,  an  annual 
limit  on  the  dollar  amount  of  benefits 
that  are  essential  health  benefits, 
provided  the  limit  is  no  less  than  the 
amounts  in  the  following  schedule: 

(i)  For  a  plan  year  (in  the  individual 
market,  policy  year)  beginning  on  or 
after  September  23,  2010,  but  before 
September  23,  2011,  $750,000.  ' 


(ii)  For  a  plari  year  (in  the  individual 
market,  policy  year)  beginning  on  or 
after  September  23,  20ll,  but  before 
September  23,  2012,  $1,250,000. 

(iii)  For  plan  years  (in  thtf  individual 
market,  policy  years)  beginning  on  or 
after  September  23,  2012,  but  before 
January  1,  2014,  $2,000,000. 

(2)  Only  essential  health  benefits 
taken  into  account.  In  determining 
whether  an  individual  has  received 
benefits  that  meet  or  exceed  the 
applicable  amount  described  in 
paragraph  (d)(1)  of  this  section,  a  plan 
or  issuer  must  take  into  account  only 
essential  health  benefits. 

(3)  Waiver. authority  of  the  Secretary. 
For  plan  years  (in  the  individual  market, 
policy  years)  beginning  before  January 
1,  2014,  the  Secretary  may  establish  a 
program  under  which  the  requirements 
of  paragraph  (dXl)  of  this  section 
relating  to  annual  limits  may  be  waived 
(for  such  period  as  is  specified  by  the 
Secretary)  for  a  group  health  plan  or 
health  insurance  coverage  that  has  an 
annual  dollar  limit  on  benefits  below 
the  restricted  annual  limits  provided 
under  paragraph  (d)(1)  of  this  section  if 
compliance  with  paragraph  (d)(1)  of  this 
section  would  result  in  a  significant 
decrease  in  access  to  benefits  under  the 
plan  or  health  insurance  coverage  or 
would  significantly  increase  premiums 
for  the  plan  or  health  insurance 
coverage. 

(e)  Transitional  rules  for  individuals 
whose  coverage  or  benefits  ended  by 
reason  of  reaching  a  lifetime  limit — (1) 

In  general.  The  relief  provided  in  the 
transitional  rules  of  this  paragraph  (e) 
applies  with  respect  to  any  individual — 

(1)  Whose  coverage  or  benefits  under 
a  group  health  plan  or  group  or 
individual  health  insurance  coverage 
ended  by  reason  of  reaching  a  lifetime 
limit  on  the  dollar  value  of  all  benefits 
for  any  individual  (which,  under  this 
section,  is  no  longer  permissible):  and 

(ii)  Who  becomes  eligible  (or  is 
required  to  become  eligible)  for  benefits 
not  subject  to  a  lifetime  limit  on  the 
dollar  value  of  all  benefits  under  the 
group  health  plan  or  group  or  individual 
health  insurance  coverage  on  the  first 
day  of  the  first  plan  year  (in  the 
individual  market,  policy  year) 
beginning  on  or  after  September  23, 
2010,  by  reason  of  the  application  of 
this  section. 

(2)  Notice  and  enrollment  opportunity 
requirements — (i)  If  an  individual 
described  in  paragraph  (e)(1)  •of  this 
section  is  eligible  for  benefits  (or  is 
required  to  become  eligible  for  benefits) 
under  the  group  health  plan — or  group 
or  individual  health  insurance 
coverage — described  in  paragraph  (e)(1) 
of  this  section,  the  plan  and  the  issuet 
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are  required  to  give  the  individual 
written  notice  that  the  lifetime  limit  on 
the  dollar.value  of  all  benefits  no  longer 
applies  and  that  the  individual,  if 
covered,  is  once  again  eligible  for 
benefits  under  the  plan.  Additionally,  if 
the  individual  is  not  enrolled  in  the 
plan  or  health  insurance  coverage,  or  if 
an  enrolled  individual  is  eligible  for  but 
not  enrolled  in  any  benefit  paqjcage 
under  the  plan  or  health  insurance 
coverage,  then  the  plan  and  issuer  must 
also  give  such  an  individual  an 
opportunity  to  enroll  that  continues  for 
at  least  30  days  (including  written 
notice  of  the  opportunity  to  enroll).  The 
notices  and  enrollmerit  opportunity 
required  under  this  paragraph  (e)(2)(i) 
must  be  provided  beginning  not  later 
than  the  first  day  of  the  first  plan  year 
(in  the  individual  market,  policy  year)  ‘ 
beginning  on  or  after  September  23, 

2010. 

(ii)  The  notices  required  under 
paragraph  (e)(2)(i)  of  this  section  may  be 
provided  to  an  employee  on  behalf  of  ’ 
the  employee’s  dependent  (in  the 
individual  market,  to  the  primary 
subscriber  on  behalf  of  the  primary 
subscriber’s  dependent).  In  addition,  for 
a  group  health  plan  or  group  health 
insurance  coverage,  the  notices  may  be 
included  with  other  enrollment 
materials  that  a  plan  distributes  to 
employees,  provided  the  statement  is 
prominent.  For  either  notice,  with 
respect  to  a  group  health  plan  or  group 
health  insurance  coverage,  if  a  notice 
satisfying  the  requirements  of  this 
paragraph  (e)(2)  is  provided  to  an 
individual,  the  obligation  to  provide  the 
notice  with  respect  to  that  individual  is 
satisfied  for  both  the  plan  and  the 
issuer. 

(3)  Effective  date  of  coverage.  In  the 
case  of  an  individual  who  enrolls  under 
paragraph  (e)(2)  of  this  section,  coverage 
must  take  effect  not  later  than  the  first 
day  of  the  first  plan  year  (in  the 
individual  market,  policy  year) 
beginning  on  or  after  September  23, 

2010. 

(4)  Treatment  of  enrollees  in  a  group 
health  plan.  Any  individual  enrolling  in 
a  group  health  plan  pursuant  to 
paragraph  (e)(2)  of  this  section  must  be 
treated  as  if  the  individual  were  a 
special  enrollee,  as  provided  under  the 
rules  of  §  146.117(d).  Accordingly,  the 

I  individual  (and,  if  the  individual  would 
not  be  a  participant  once  enrolled  in  the 
plan,  the  participant  through  whom  the 
individual  is  otherwise  eligible  for 
coverage  under  the  plan)  must  be 
offered  all  the  benefit  packages  available 
to  similarly  situatefi  individuals  who 
did  not  lose  coverage  by  reason  of 
reaching  a  lifetime  limit  on  the  dollar 
value  of  all  benefits.  For  this  purpose. 


any  difference  in  benefits  or  cost¬ 
sharing  requirements  .constitutes  a 
different  benefit  package.  The 
individual  also  cannot  be  required  to 
pay  more  for  coverage  than  similarly 
situated  individuals  who  did  not  lose 
coverage  by  reason  of  reaching  a  lifetime 
limit  on  the  dollar  value  of  all  benefits. 

(5)  Examples.  The  rules  of  this 
paragraph  (e)  are  illustrated  by  the 
following  examples: 

Example  1.  (i)  Facts.  Employer  T  maintains 
a  group  hefalth  plan  with  a  calendar  year  plan 
year.  The  plan  has  a  single  benefit  package. 

For  plan  years  beginning  before  September  . 
23,  2010,’  the  plan  has  a  lifetime  limit  on  the 
dollar  value  of  all  benefits.  Individual  B,  an 
employee  of  Y,  was  enrolled  in  Y’s  group 
health  plan  at  the  beginning  of  the  2008  plan 
year.  On  June  10.  2008,  B  incurred  a  claim 
for  benefits  that  exceeded  the  lifetime  limit 
under  T’s  pdan  and  ceased  to  be  enrolled  in 
the  plan.  B  is  still  eligible  for  coverage  under 
X’s  group  health  plan.  On  or  before  January 
1,  2011,  y’s  group  health  plan  gives  B  written 
notice  informing  B  that  the  lifetime  limit  on 
the  dollar  value  of  all  benefits  no  longer 
applies,  that  individuals  whose  coverage 
ended  b’y  reason  of  reaching  a  lifetime  limit 
under  the  plan  are  eligible  to  enroll  in  the 
plan,  and  that  individuals  can  request  such 
enrolhnent  through  February  1,  2011  with 
enrollment  effective  retroactively  to  January 
1,  2011. 

(ii)  Conclusion.  In  this  Example  1,  the  plan 
has  complied  with  the  requirements  of  this 
paragraph  (e)  by  providing  a  timely  written 
notice  and  enrollment  opportunity  to  B  that 
lasts  at  least  30  days. 

Example  2.  (i)  Facts.  Employer  Z  maintains 
a  group  health  plan  with  a  plan  year 
beginning  October  1  and  ending  September 
30.  Prior  to  October  1,  2010,  the  group  health 
plan  has  a  lifetime  limit  on  the  dollar  value 
of  all  benefits.  Individual  D,  an  employee  of 
Z,  and  Individual  E,  D’s  child,  were  enrolled 
in  family  coverage  under  Z’s  group  health 
plan  for  the  plan  year  beginning  on  October 
1,  2008.  On  May  1,  2009,  Ejncurred  a  claim 
for  benefits  that  exceeded  the  lifetime  limit 
under  Z’s  plan.  D  dropped  family  coverage 
blit  remains  an  employee  of  Z  and  is  still 
eligible  for  coverage  under  Z’s  group  health 
plan. 

(ii)  Conclusion.  In  this  Example  2,  not  later 
than  October  1,  2010,  the  plan  must  proT^ide 
D  and  E  an  opportunity  to  enroll  (including 
written  notice  of  an  opportunity  to  enroll) 
th^t  continues  for  at  least  .30  days,  with 
enrollment  effective  not  later  than  October  1, 
2010. 

Example  3.  (i)  Facts.  Same  facts  as 
Example  2,  except  that  Z’s  plan  had  two 
benefit  packages  (a  low-cost- and  a  high-cost 
option).  Instead  of  dropping  coverage,  D 
switched  to  the  low-cost  benefit  package 
option. 

(ii)  Conclusion.  In  this  Example  3,  not  later 
than  October  1,  2010,  the  plan  must  provide 
D  and  E  an  opportunity  to  enroll  in  any 
benefit  package  available  to  similarly  situated 
individuals  who  enroll  when  first  eligible. 
The  plan  would  have  to  provide  D  and  E  the 
opportunity  to  enroll  in  any  benefit  package 
available  to  similarly  situated  individuals 


who  enroll  when  first  eligible,  even  if  D  had 
not  switched  to  the  low-cost  benefit  package 
option. 

Example  4.  (i)  Facts.  Employer  Q  maintains 
a  group  health  plan  with  a  plan  year 
beginning  October  1  and  ending  September 
30.  For  the  plan  year  beginning  on  October 
li  2009,  Q  has  an  annual  limit  on  the  dollar 
value  of  all  benefits  of  $500,000. 

(ii)  Conclusion.  In  this  Example  4,  Q  must 
raise  the  annual  limit  on  the  dollar  value  of 
es.sential  health  benefits  to  at  least  $750,000 
for  the  plan  year  beginning  October  1,  2010. 
For  the  plan  year  beginning  October  1,  2011, 

Q  must  raise  the  annual  limit  to  at  least  $1.25 
million.  For  the  plan  year  beginning  October 
1,  2012,  Q  must  raise  the  annual  limit  to  at 
least  $2  million.  Q  may  also  impose  a 
restricted  annual  limit  of  $2  million  for  the 
plan  year  beginning  October  1,  2013.  After 
the  conclusion  of  that  plan  year,  Q  cannot 
impose  an  overall  annual  limit. 

Example  5.  (i)  Facts.  Same  facts  as 
Example  4,  except  that  the  annual  limit  for 
the  plan  year  beginning  on  October  1,  2009. 
is  $1  million  and  Q  lowers  the  annual  limit 
for  the  plan  year  beginning  October  1.  2010 
to  $750,000. 

(ii)  Conclusion.  In  this  Example  5,  Q 
complies  with  the  requirements  of  this 
paragraph  (e).  However.  Q’s  choice  to  lower 
its  annual  limit  means  that  under 
§  147.140(g)(l)(vi)(C),  the  group  health  plan 
will  cease  to  be  a  grandfathered  health  plan 
and  will  be  generally  subject  to  all  of  the 
provisions  of  PHS  Act  sections  2701  through 
2719A. 

Example  6.  (i)  Facts.  For  a  policy  year  that 
began  on  October  1,  2009,  Individual  Thas 
individual  health  insurance  coverage  with  a 
lifetime  limit  on  the  dollar  value  of  all 
benefits  of  $1  million.  For  the  policy  year 
beginning  October  1,  2010,  the  issuer  of  T’s 
health  insurance-coverage  eliminates  the 
lifetime  limit  and  replaces  it  with  an  annual 
limit  of  $1  million  dollars.  In  the  policy  year 
beginning  October  1,  2011,  the  issuer  of  T's 
health  insurance  coverage  maintains  the 
annual  limit  of  $1  million  dollars. 

(ii)  Conclusion.  In  this  Example  6,  the 
issuer’s  replacement  of  a  lifetime  limit  with 
an  equal  dollar  annual  limit  allows  it  to 
maintain  status  as  a  grandfathered  health 
policy  under  §  147.140(g)(l)(vi)(B).  Since 
grandfathered  health  plans  that  are 
individual  health  insurance  coverage  are  not 
subject  to  the  requirements  of  this  section 
relating  to  annual  limits,  the  issuer  does  not 
have  to  comply  with  this  paragraph  (e). 

(f)  Applicability  date.  The  provisions 
of  this  section  apply  for  plan  years  (in 
the  individual  market,  for  policy  years) 
beginning  bn  or  after  September  23, 
2010.  See  §  147.140  of  this  part  for 
determining  the  application  of  this 
section  to  grandfathered  health  plans  . 
(providing  that  the  prohibitions  on 
lifetime  and  annual  limits  apply  to  all 
grandfathered  health  plans  that  are 
group  health  plans  and  group  health 
insinrance  coverage,  including  the 
special  rule.s  regarding  restricted  annual 
limits,  and  the  prohibition  on  lifetime 
limits  apply  to  individual  health 
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Insurance  coverage  that  is  a 
grandfathered  health  plan  hut  the  rules 
on  annual  limits  do  not  apply  to 
individual  health  insurance  coverage 
that  is  a  grandfathered  health  plan). 

■  7.  Add  §  147.128  to  read  as  follows: 

§  147.128  Rules  regarding  rescissions. 

(a)  Prohibition  on  rescissions — (1)  A 
group  health  plan,  or  a  health  insurance 
issuer  offering  group  or  individual 
health  insurance  coverage,  must  not 
rescind  coverage  under  the  plan,  or 
under  the  policy,  certificate,  or  contract 
of  insurance,  with  respect  to  an 
individual  (including  a  group  to  which 
the  individual  belongs  or  family 
coverage  in  which  the  individual  is 
included)  once  the  individual  is  covered 
under  the  plan  or  coverage,  unless  the 
individual  (or  a  person  seeking  coverage 
on  hehalf  of  the  individual)  performs  an 
act,  practice,  or  omission  that 
constitutes  fraud,  or  unless  the 
individual  makes  an  intentional 
misrepresentation  of  material  fact,  as 
prohibited  by  the  terms  of  the  plan  or 
coverage.  A  group  health  plan,  or  a 
health  insurance  issuer  offering  group  or 
individual  health  insurance  coverage, 
must  provide  at  least  30  days  advance 
written  notice  to  each  participant  (in  the 
individual  market,  primary  subscriber) 
who  would  be  affected  before  coverage 
may  be  rescinded  under  this  paragraph 
(a)(1),  regardless  of,  in  the  case  of  group 
coverage,  whether  the  coverage  is 
insured  or  self-insured,  or  whether  the 
rescission  applies  to  an  entire  group  or 
only  to  an  individual  within  the  group. 
(The  rules  of  this  paragraph  (a)(1)  apply 
regardless  of  any  contestability  period 
that  may  otherwise  apply.) 

(2)  For  purposes  of  this  section,  a 
rescission  is  a  cancellation  or 
discontinuance  of  coverage  that  has 
retroactive  effect.  For  example,  a 
cancellation  that  treats  a  policy  as  void 
from  the  time  of  the  individual’s  or 
group’s  enrollment  is  a  rescission.  As 
another  example,  a  cancellation  that 
voids  benefits  paid  up  to  a  year  before 
the  cancellation  is  also  a  rescission  for 
this  purpose.  A  cancellation  or 
discontinuance  of  coverage  is  not  a 
rescission  if — 

(i)  The  cancellation  or  discontinuance 
of  coverage  has  only  a  prospective 
effect;  or 

(ii)  The  cancellation  or 
discontinuance  of  coverage  is  effective 
retroactively  to  the  extent  it  is 
attributable  to  a  failure  to  timely  pay 
required  premiums  or  contributions 

^towards  the  cost  of  coverage. 

(3)  The  rules  of  this  paragraph  (a)  are 
illustrated  by  the  following  examples: 

Example  1.  (i)  Facts.  Individual  A  seeks 
enrollment  in  an  insured  group  health  plan. 


The  plan  terms  permit  rescission  of  coverage 
with  respect  to  an  individual  if  the 
individual  engages  in  fraud  or  makes  an 
intentional  misrepresentation  of  a  material 
fact.  The  plan  requires  A  to  complete  a 
questionnaire  regarding  A 's  prior  medical 
history,  which  affects  setting  the  group  rate 
by  the  health  insurance  issuer.  The 
questionnaire  complies  with  the  other 
requirements  of  this  part  and  part  146.  The 
questionnaire  includes  the  following 
question:  “Is  there  anything  else  relevant  to 
your  health  that  we  should  know?”  A 
inadvertently  fails  to  list  that  A  visited  a 
psychologist  on  two  occasions,  six  years 
previously.  A  is  later  diagnosed  with  breast 
cancer  and  seeks  benefits  under  the  plan.  On 
or  around  the  same  time,  the  issuer  receives 
information  about  /\’s  visits  to  the 
psychologist,  which  was  not  disclosed  in  the 
questionnaire. 

(ii)  Conclusion.  In  this  Example  1,  the  plan 
cannot  rescind  A 's  coverage  because  A ’s 
failure  to  disclose  the  visits  to  the 
psychologist  was  inadvertent.  Therefore,  it 
was  not  fraudulent  or  an  intentional 
misrepresentation  of  material  fact. 

Example  2.  (i)  Facts.  An  employer  sponsors 
a  group  health  plan  that  provides  coverage 
for  employees  who  work  at  least  30  hours  per 
week.  Individual  B  has  coverage  under  the 
plan  as  a  full-time  employee.  The  employer 
rea.ssigns  B  to  a  part-time  position.  Under  the 
terms  of  the  plan,  B  is  no  longer  eligible  for 
coverage.  Thh  plan  mistakenly  continues  to 
provide  health  coverage,  collecting  premiums 
from  B  and  paying  claims  submitted  by  B. 
After  a  routine  audit,  the  plan  discovers  that 
B  no  longer  works  at  least  30  hours  per  week. 
The  plan  rescinds  B's  coverage  effective  as  of 
the  date  that  B  changed  from  a  full-time 
employee  to  a  part-time  employee. 

(ii)  Conclusion.  In  this  Example  2,  the  plan 
cannot  rescind  B’s  coverage  because  there 
was  no  fraud  or  an  intentional 
misrepresentation  of  material  fact.  The  plan 
may  cancel  coverage  for  B  prospectively, 
subject  to  other  applicable  Federal  and  State 
laws. 

(b)  Compliance  with  other 
requirements.  Other  requirements  of 
Federal  or  State  law  may  apply  in 
connection  with  a  rescission  of 
coverage. 

(c)  Applicability  date.  The  provisions  ' 
of  this  section  apply  for  plan  years  (in 
the  individual  market,  for  policy  years) 
beginning  on  or  after  September  23, 
2010.  See  §  147.140  of  this  part  for 
determining  the  application  of  this 
section  to  grandfathered  health  plans 
(providing  that  the  rules  regarding 
rescissions  and  advance  notice  apply  to 
all  grandfathered  health  plans). 

■  8.  Add  §  147.138  to  read  as  follows: 

§  1 47.1 38  Patient  protections. 

(a)  Choice  of  health  care 
professional — (1)  Designation  of 
primary  care  provider — (i)  In  general.  If 
a  group  health  plan,  or  a  health 
insurance  issuer  offering  group  or 
individual  health  insurance  coverage. 


requires  or  provides  for  designation  by 
a  participant,  beneficiary,  or  enrollee  of 
a  participating  prim&ry  care  provider, 
then  the  plan  or  issuer  must  permit  each 
participant,  beneficiary,  or  enrollee  to 
designate  any  participating  primary  care 
provider  who  is  available  to  accept  the 
participant,  beneficiary,  or  enrollee.  In 
such  a  case,  the  plan  or  issuer  must 
comply  with  the  rules  of  paragraph 
(a)(4)  of  this  section  by  informing  each 
participant  (in  the  individual  market, 
primary  subscriber)  of  the  terms  of  the 
plan  or  health  insurance  coverage 
regarding  designation  of  a  primary  care 
provider. 

(ii)  Example.  The  rules  of  this 
paragraph  (a)(1)  are  illustrated  by  the 
following  example: 

'Example,  (i)  Facts.  A  group  health  plan 
requires  individuals  covered  under  the  plan 
to  designate  a  primary  care  provider.  The 
plan  permits  each  individual  to  designate 
any  primary  care  provider  participating  in 
the  plan’s  network  who  is  available  to  accept 
the  individual  as  the  individual’s  primary 
care  provider.  If  an  individual  has  not 
designated  a  primary  care  provider,  the  plan 
designates  one  until  one  has  been  designated 
by  the  individual.  The  plan  provides  a  notice 
that  satisfies  the  requirements  of  paragraph 
(a)(4)  of  this  section  regarding  the  ability  to 
designate  a  primary  care  provider. 

(ii)  Conclusion.  In  this  Example,  the  plan 
has  satisfied  the  requirements  of  paragraph 
(a)  of  this  section. 

(2)  Designation  of  pediatrician  as 
primary  care  provider — (i)  In  general.  If 
a  group  health  plan,  or  a  health 
insurance  issuer  offering  group  or 
individual  health  insurance  coverage, 
requires  or  provides  for  the  designation 
of  a  participating  primary  care  provider 
for  a  child  by  a  participant,  beneficiary, 
or  enrollee,  the  plan  or  issuer  must 
permit  the  participant,  beneficiary,  or 
enrollee  to  designate  a  physician 
(allopathic  or  osteopathic)  who 
specializes  in  pediatrics  as  the  child’s 
primary  care  provider  if  the  provider 
participates  in  the  network  of  the  plan 
or  issuer  and  is  available  to  accept  the 
child.  In  such  a  case,  the  plan  or  issuer 
must  comply  with  the  rules  of 
paragraph  (a)(4)  of  this  section  by 
informing  each  participant  (in  the 
individual  market,  primary  subscriber) 
of  the  terms  of  the  plan  or  health 
insurance  coverage  regarding 
designation  of  a  pediatrician  as  the 
child’s  primary  care  provider. 

(ii)  Construction.  Nothing  in 
paragraph  (a)(2)(i)  of  this  section  is  to  be 
construed  to  w^aive  any  exclusions  of 
coverage  under  the  terms  and 
conditions  of  the  plan  or  health 
insurance.coverage  with  respect  to 
coverage  of  pediatric  care. 
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(iii)  Examples.  The  rules  of  this 
paragraph  (a)(2)  are  illustrated  by  the 
following  examples: 

Example  J .  (i)  Facts.  A  group  health  plan’s 
HMO  designates  for  each  participant  a 
physician  who  specializes  in  internal 
medicine  to  serve  as  the  primary  care 
provider  for  the  participant  and  any 
beneficiaries.  Participant  A  requests  that 
Pediatrician  B  be  designated  as  the  primary 
care  provider  for  A 's  child.  B  is  a 
participating  provider  in  the  HMO’s  network. 

(ii)  Conclusion.  In  this  Example  1,  the 
HMO  must  permit  A ’s  designation  of  B  as  the 
primary  care  provider  for  A 's  child  in  order 
to  comply  with  the  requirements  of  this 
paragraph  (a)(2). 

Example  2.  (i)  Facts.  Same  facts  as 
Example  1,  except  that  A  takes  A’s  child  to 
B  for  treatment  of  the  child’s  severe  shellfish 
allergies.  B  wishes  to  refer  A ’s  child  to  an 
allergist  for  treatment.  The  HMO,  however, 
does  not  provide  coverage  for  treatment  of 
food  allergies,  nor  does  it  have  an  allergist 
participating  in  its  network,  and  it  therefpre  . 
refuses  to  authorize  the  referral. 

(ii)  Conclusion.  In  this  Example  2,  the 
HMO  has  not  violated  the  requirements  of 
this  paragraph  (a)(2)  because  the  exclusion  of 
treatment  for  food  allergies  is  in  accordance 
with  the  terms  of  A's  coverage. 

(3)  Patient  access  to  obstetrical  and 
gynecological  care — (i)  General  rights — 

(A)  Direct  access.  A  group  health  plan, 
or  a  health  insurance  issuer  offering 
group  or  individual  health  insurance 
coverage,  described  in  paragraph 
(a)(3)(ii)  of  this  section  may  not  require 
authorization  or  referral  by  the  plan, 
issuer,  or  any  person  (including  a 
primary  care  provider)  in  the  case  of  a 
female  participant,  beneficiary,  of 
enrollee  who  seeks  coverage  for 
obstetrical  or  gynecological  care 
provided  by  a  participating  health  care 
professional  who  specializes  in 
obstetrics  or  gynecology.  In  such  a  case, 
the  plan  or  issuer  must  comply  with  the 
rules  of  paragraph  (a)(4)  of  this  section 
by  informing  each  participant  (in  the 
individual  market,  primary'  subscriber) 
that  the  plan  may  not  require 
authorization  or  referral  for  obstetrical 
or  gynecological  care  by  a  participating 
health  care  professional  who  apecializes 
in  obstetrics  or  gynecology.  The  plan  or 
issuer  may  require  such  a  professional 
to  agree  to  otherwise  adhere  to  the 
plan’s  or  issuer’s  policies  and 
procedures,  including  procedures 
regarding  referrals  and  obtaining  prior 
authorization  and  providing  services 
pursuant  to  a  treatment  plan  (if  any) 
approved  by  the  plan  or  issuer.  For 
purposes  of  this  paragraph  (a)(3),  a 
health' care  professional  who  specializes 
in  obstetrics  or  gynecology  is  any 
individual  (including  a  person  other 
than  a  physician)  who  is  authorized 
under  applicable  State  law  to  provide 
obstetrical  or  gynecological  care. 


(B)  Obstetrical  and  gynecological 
care.  A  group  health  plan  or  health 
insurance  issuer  described  in  paragraph 
(a)(3)(ii)  of  this  section  must  treat  the 
provision  of  obstetrical  and 
gynecological  care,  and  the  ordering  of 
related  obstetrical  and  gynecological 
items  and  services,  pursuant  to  the 
direct  access  described  under  paragraph 
(a)(3)(i)(A)  of  this  section,~by  a 
participating  health  care  professional 
who  specializes  in  obstetrics  or 
gynecology  as  the  authorization  of  the 
primary  care  provider. 

(ii)  Application  of  paragraph.  A  group 
health  plan,  or  a  health  insurance  issuer 
offering  group  or  individual  health 
insurance  coverage,  is  described  in  this 
paragraph  (a)(3)  if  the  plan  or  issuer — 

(A)  Provides  coverage  for  obstetrical 
or  gynecological  care:  and 

(B)  Requires  the  designation  by  a 
participant,  beneficiary,  or  enrollee  of  a 
participating  primary  care  provider. 

(iii)  Construction.  Nothing  in 
paragraph  (a)(3)(i)  of  this  section  is  to  be 
construed  to — 

(A)  Waive  any  exclusions  of  coverage 
under  the  terms  and  conditions  of  the 
plan  or  Health  insurance  coverage  with 
respect  to  coverage  of  obstetrical  or 
gynecological  care;  or 

(B)  Preclude  the  group  health  plan  or 
health  insurance  issuer  involved  from 
requiring  that  the  obstetrical  or 
gynecological  provider  notify  the 
primary  care  health  care  professional  or 
the  plan  or  issuer  of  treatment 
decisions. 

(iv)  Examples.  The  rules  of  this 
paragraph  (a)(3)  are  illustrated  by  the 
following  examples: 

Example  1.  (i)  Facts.  A  group  health  plan 
requires  each  participant  to  designate  a 
physician  to  serve  as  the  primary  care 
provider  for  the  participant  and  the 
participant’s  family.  Participant  A,  a  female, 
requests  a  gynecological  exam  with  Physician 
B,  an  in-network  physician  specializing  in 
gynecological  care.  The  group  health  plan 
requires  prior  authorization  from  A ’s 
designated  primary  care  provider  for  the 
gynecological  exam. 

(ii)  Conclusion.  In  this  Example  1,  the 
group  health  plan  has  violated  the 
requirements  of  this  paragraph  (a)(3)  because 
the  plan  requires  prior  authorization  from  A ’s 
primary  care  provider  prior  to  obtaining 
gynecological  services. 

Example  2.  (i)  Facts.  Same  facts  as 
Example  1  except  that  A  seeks  gynecological 
services  from  C,  an  out-of-network  provider. 

(ii)  Conclusion.  In  this  Example  2.  the 
group  health  plan  has  not  violated  the  . 
requirements  of  this  paragraph  (a)(3)  by 
requiring  prior  authorization  because  C  is  not 
a  participating  health  care  provider. 

Example  3.  (i)  Facts.  Same  facts  as 
Example  1  except  that  the  group  health  plan 
only  requires  B  to  inform  A ’s  designated 
primary  care  physician  of  treatment 
decisions. 


(ii)  Conclusion.  In  this  Example  3,  the 
group  health  plan  has  not  violated  the 
requirements  of  this  paragraph  (a)(3)  because 
A  has  direct  access  to  B  without  prior 
authorization.  The  fact  that  the  group  health 
plan  requires  notification  of  treatment 
decisions  to  the  designated  primary  care 
physician  does  not  violate  this  paragraph 
(a)(3). 

Example  4.  (i)  Facts.  A  group  health  plan 
requires  each  participant  to  designate  a 
physician  to  serve  as  the  primary  care 
provider  for  the  participant  and  the 
participant’s  family.  The  group  health  plan 
requires  prior  authorization  before  providing 
benefits  for  uterine  fibroid  embolization. 

(ii)  Conclusion.  In  this  Example  4,  the  plan 
requirement  for  prior  authorization  before' 
providing  benefits  for  uterine  fibroid 
embolization  does  not  violate  the 
requirements  of  this  paragraph  (a)(3)  because, 
though  the  prior  authorization  requirement 
applies  to  obstetrical  services,  it  does  not 
restrict  access  to  any  providefs  specializing 
in  obstetrics  or  gynecology. 

(4)  Notice  of  right  to  designate  a 
primary  care  provider — (i)  In  general.  If 
a  group  health  plan  or  health  insurance 
issuer  requires  the  designation  by  a 
participant,  berieftciary,  or  enrollee  of  a 
primary  care  provider,  the  plan  or  issuer 
must  provide  a  notice  informing  each 
participant  (in  the  individual  market, 
primary  subscriber)  of  the  terms  of  the 
plan  or  health  insurance  coverage 
regarding  designation  of  a  primary  care 
provider  and  of  the  rights —  • 

(A)  Under  paragraph  (a)(l)(i)  of  this 
section,  that  any  participating  primary 
care  provider  who  is  available  to  accept 
the  participant,  beneficiary,  or  enrollee 
can  be  designated; 

(B)  Under  paragraph  (a)(2)(i)  of  this 
section,  with  respect  to  a  child,  that  any 
participating  physician  who  specializes 
in  pediatrics  can  be  designated  as  the 
primary  care  provider;  and 

(C)  Under  paragraph  (a)(3)(i)  of  this 
section,  that  the  plan  may  not  require 
authorization  or  referral  for  obstetrical 
or  gynecological  care  by  a  participating 
health  care  professional  who  specializes 
in  obstetrics  or  gynecology. 

(ii)  Timing.  In  the  case  of  a  group 
health  plan  or  group  health  insurance 
coverage,  the  notice  described  in 
paragraph  (a)(4)(i)  of  this  section  must 
be  included  whenever  the  plan  or  issuer 
provides  a  participant  with  a  summary 
plan  description  or  other  similar 
description  of  benefits  under  the  plan  or 
health  insurance  coverage.  In  the  case  of 
individual  health  insurance  coverage, 
the  notice  described  in  paragraph 
(a)(4)(i)  of  this  section  must  be  included 
whenever  the  issuer  provides  a  primary 
subscriber  with  a  policy,  certificate,  or 
contract  of  health  insurance. 

(iii)  Model  language.  The  following 
model  language  can  be  used  to  satisfy 
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the  notice  requirement  described  in 
paragraph  (a)(4)(i)  of  this  section: 

(A)  For  plans  and  issuers  that  require 
or  allow  for  the  designation  of  primary 
care  providers  by  participants, 
beneficiaries,  or  enrollees,  insert: 

[Name  of  group  health  plan  or  health 
insurance  issuer)  generally  (requires/allows) 
the  designation  of  a  primary  care  provider. 

You  have  the  right  to  designate  any  primary 
care  provider  who  participates  in  our 
network  and  who  is  available  to  accept  you 
or  your  family  members.  (If  the  plan  or  health 
insurance  coverage  designates  a  primary  care 
provider  automatically,  insert:  Until  you 
make  this  designation,  (name  of  group  health 
plan  or  health  insurance  issuer]  designates 
one  for  you.)  For  information  on  how  to 
select  a  primary  care  provider,  and  for  a  list 
of  the  participating  primary  care  providers, 
contact  the  (plan  administrator  or  issuer]  at 
(insert  contact  information]. 

(B)  For  plans  and  issuers  that  require 
or  allow  for  the  designation  of  a  primary 
care  provider  for  a  child,  add: 

For  children,  you  may  designate  a 
pediatrician  as  the  primary  care  provider. 

(C)  For  plans  and  issuers  that  provide 
coverage  for  obstetric  or  gynecological 
care  and  require  the  designation  by  a 
participant,  beneficiary,  or  enrollee  of  a 
primary  care  provider,  add: 

You  do  not  need  prior  authorization  from 
[name  of  group  health  plan  or  issuer]  or  from 
any  other  pereon  (including  a  primary  care 
provider)  in  order  to  obtain  access  to 
obstetrical  or  gynecological  care  from  a 
health  care  professional  in  our  network  who 
specializes  in  obstetrics  or  gynecology.  The 
health  care  professional,  however,  may  be 
required  to  comply  with  certain  procedures, 
including  obtaining  prior  authorization  for 
certain  services,  following  a  pre-approved 
treatment  plan,  or  procedures  for  making 
referrals.  For  a  list  of  participating  health 
care  professionals  who  specialize  in 
obstetrics  or  gynecology,  contact  the  [plan 
administrator  or  issuer]  at  (insert  contact 
information). 

(b)  Coverage  of  emergency  senices — 

(1)  Scope.  If  a  group  health  plan,  or  a 
health  insurance  issuer  offering  group  or 
individual  health  insurance  coverage, 
provides  any  benefits  with  respect  to 
services  in  an  emergency  department  of 
a  hospital,  the  plan  or  issuer  must  cover 
emergency  services  (as  defined  in 
paragraph  {bK4)(ii)  of  this  section) 
consistent  with  the  rules  of  this 
paragraph  (b). 

(2)  General  rules.  A  plan  or  issuer 
subject  to  the  requirements  of  this 
paragraph  (b)  must  provide  coverage  for 
emergency  services  in  the  following 
manner — 

(i)  Without  the  need  for  any  prior 
authorization  determination,  even  if  the 
emergency  services  are  provided  on  an 
out-of-network  basis; 


(ii)  Without  regard  to  whether  the 
health  care  provider  furnishing  the 
emergency  services  is  a  participating 
network  provider  with  respect  to  the 
services; 

(iii)  If  the  emergency  services  are 
provided  out  of  network,  without 
imposing  any  administrative 
requirement  or  limitation  on  coverage 
that  is  more  restrictive  than  the 
requirements  or  limitations  that  apply  to 
emergency  services  received  from  in- 
network  providers; 

(iv)  If  tne  emergency  services  are 
provided  out  of  network,  by  complying 
with  the  cost-sharing  requirements  of 
paragraph  (b)(3)  of  this  section;  and 

(v)  Without  regard  to  any  other  term 
or  condition  of  the  coverage,  other 
than — 

(A)  The  exclusion  of  or  coordination 
of  benefits; 

(B)  An  affiliation  or  waiting  period 
permitted  under  part  7  of  ERISA,  part  A 
of  title  XXVII  of  the  PHS  Act,  or  chapter 
100  of  the  Internal  Revenue  Code;  or 

(C)  Applicable  cost  sharing. 

(3)  Cost-sharing  requirements — (i) 
Copayments  and  coinsurance.  Any  cost¬ 
sharing  requirement  expressed  as  a 
copayment  amount  or  coinsurance  rate 
imposed  with  respect  to  a  participant, 
beneficiary,  or  enrollee  for  out-of¬ 
network  emergency  services  cannot 
exceed  the  cost-sharing  requirement 
imposed  with  respect  to  a  participant, 
beneficiary,  or  enrollee  if  the  serx'ices 
were  provided  in-network.  However,  a 
participant,  beneficiary,  or  enrollee  may 
be  required  to  pay,  in  addition  to  the  in- 
network  cost-sharing,  the  excess  of  the 
amount  the  out-of-network  provider 
charges  over  the  amount  the  plan  or 
issuer  is  required  to  pay  undefthis 
paragraph  (b)(3)(i).  A  group  health  plan 
or  health  insurance  issuer  complies 
with  the  requirements  of  this  paragraph 
(b)(3)  if  it  provides  benefits  with  respect 
to  an  emergency  service  in  an  amount 
equal  to  the  greatest  of  the  three 
amounts  specified  in  paragraphs 
(b)(3)(i)(A),  (b)(3)(i)(B),  and  (b)(3)(i)(C) 
of  this  section  (which  are  adjusted  for 
in-network  cost-sharing  requirements). 

(A)  The  amount  negotiated  with  in- 
network  providers  for  the  emergency 
service  furnished,  excluding  any  in- 
network  copayment  or  coinsurance 
imposed  with  respect  to  the  participant, 
beneficiary,  or  enrollee.  If  there  is  more 
than  one  amount  negotiated  with  in- 
network  providers  for  the  emergency 
service,  the  amount  described  under 
this  paragraph  (b)(3)(i)(A)  is  the  median 
of  these  amounts,  excluding  any  in- 
network  copayment  or  coinsurance 
imposed  with  respect  to  the  participant, 
beneficiary,  or  enrollee.  In  determining 
the  median  described  in  the  preceding 


sentence,  the  amount  negotiated  with 
each  in-network  provider  is  treated  as  a 
separate  amount  (even  if  the  same 
amount  is  paid  to  more  than  one 
provider).  If  there  is  no  per-service 
amount  negotiated  with  in-network 
providers  (such  as  under  a  capitation  or 
other  similar  payment  arrangement),  the 
amount  under  this  paragraph  (b)(3)(i)(A) 
is  disregarded. 

(B)  The  amount  for  the  emergency 
service  calculated  using  the  same 
method  the  plan  generally  uses  to 
determine  payments  for  out-of-network 
services  (such  as  the  usual,  customary, 
and  reasonable  amount),  excluding  any 
in-network  copayment  or  coinsurance 
imposed  with  respect  to  the  participant, 
beneficiary,  or  enrollee.  The  amount  in 
this  paragraph  (b)(3)(i)(B)  is  determined 
without  reduction  for  out-of-network 
cost  sharing  that  generally  applies  under 
the  plan  or  health  insurance  coverage 
with  respect  to  out-of-network  services. 
Thus,  for  example,  if  a  plan  generally 
pays  70  percent  of  the  usual,  customary, 
and  reasonable  amount  for  out-of¬ 
network  services,  the  amount  in  this 
paragraph  (b)(3)(i)(B)  for  an  emergency 
service  is  the  total  (that  is.  100  percent) 
of  the  usual,  customary,  and  reasonable 
amount  for  the  service,  not  reduced  by 
the  30  percent  coinsurance  that  would 
generally  apply  to  out-of-network 
services  (but  reduced  by  the  in-network 
copayment  or  coinsurance  that  the 
individual  would  be  responsible  for  if 
the  emergency  service  had  been 
provided  in-network). 

(C)  The  amount  that  would  be  paid 
under  Medicare  (part  A  or  part  B  of  title 
XVIII  of  the  Social  Security  Act,  42 
U.S.C.  1395  et  seq.)  for  the  emergency 
service,  excluding  any  in-network 
copayment  or  coinsurance  imposed 
with  respect  to  the  participant, 
beneficiary,  or  enrollee. 

(ii)  Other  cost  sharing.  Any  cost¬ 
sharing  requirement  other  than  a 
copayment  or  coinsurance  requirement 
(such  as  a  deductible  or  out-of-pocket 
maximum)  may  be  imposed  with 
respect  to  emergency  services  provided 
out  of  network  if  the  cost-sharing 
requirement  generally  applies  to  out-of¬ 
network  benefits.  A  deductible  may  be 
imposed  with  respect  to  out-of-network 
emergency  services  only  as  part  of  a 
deductible  that  generally  applies  to  out- 
of-network  benefits.  If  an  out-of-pocket 
maximum  generally  applies  to  out-of- 
network  benefits,  that  out-of-pocket 
maximum  must  apply  to  out-of-network 
emergency  services. 

(iii)  Examples.  The  rules  of  this 
paragraph  (b)(3)  are  illustrated  by  the 
following  examples.  In  all  of  these 
examples,  the  group  health  plan  covers 
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benefits  with  respect  to  emergency 
services. 

Example  1 .  (i)  Facts.  A  group  health  plan 
imposes  a  25%  coinsurance  responsibility  on 
individuals  who  are  furnished  emergency 
services,  whether  provided  in  network  or  out 
of  network.  If  a  covered  individual  notifies 
the  plan  within  two  business  days  after  the 
day  an  individual  receives  treatment  in  an 
emergency  department,  the  plan  reduces  the 
coinsurance  rate  to  15%. 

(ii)  Conclusion.  In  this  Example  1,  the 
requirement  to  notify  the  plan  in  order  to 
receive  a  reduction  in  the  coinsurance  rate 
1  does  not  violate  the  requirement  that  the  plan 
I  cover  emergency  services  without  the  need 
I  for  any  prior  authorization  determination. 

This  is  the  result  even  if  the  plan  required 
I  that  it  be  notified  before  or  at  the  time  of 
receiving  services  at  the  emergency 
I  department  in  order  to  receive  a  reduction  in 
1  the  coinsurance  rate. 

Example  2.  (i)  Facts.  A  group  health  plan 
imposes  a  S60  copayment  on  emergency 
services  without  preauthorization,  whether 
provided  in  network  or  out  of  network.  If 
emergency  services  are  preauthorized,  the 
plan  waives  the  copayment,  even  if  it  later  , 
determines  the  medical  condition  was  not  an 
I  emergency  medical  condition. 

I  (ii)  Conclusion.  In  this  Example  2,  by 
I  requiring  an  individual  to  pay  more  for 
I  emergency  services  if  the  individual  does  not 
^  obtain  prior  authorization,  the  plan  violates 

Sthe  requirement  that  the  plan  cover 
emergency  services  without  the  need  for  any 
prior  authorization  determination.  (By 
contrast,  if,  to  have  the  copayment  waived, 

-1  the  plan  merely  required  that  it  be  notified 

!  rather  than  a  prior  authorization,  then  the 
plan  would  not  violate  the  requirement  that 
the  plan  cover  emergency  services  without 
the  need  for  any  prior  authorization 
determination.) 

Example  3.  (i)  Facts.  A  group  health  plan 
covers  individuals  who  receive  emergency 
services  with  respect  to  an  emergency 
medical  condition  from  an  out-of-network 
provider.  The  plan  has  agreements  with  in- 
network  providers  with  respect  to  a  certain 
emergency  service.  Each  provider  has  agreed 
J  to  provide  the  service  for  a  certain  amount. 

B  Among  all  the  providers  for  the  service:  one 
§  has  agreed  to  accept  $85,  two  have  agreed  to 

1  accept  $100,  two  have  agreed  to  accept  $110, 
three  have  agreed  to  accept  $120,  and  one  has 
agreed  to  accept  $150.  Under  the  agreement, 

H  the  plan  agrees  to  pay  the  providers  80%  of 
]  the  agreed  amount,  with  the  individual 
:  receiving  the  service  responsible  for  the 
■  remaining  20%. 

p  (ii)  Conclusion.  In  this  Example  3,  the 
■  values  taken  into  account  in  determining  the 
'  median  are  $85, $100, $100,  $110,  $110, 

$120,  $120,  $120,  and  $150.  Therefore,  the 
,  median  amount  among  those  agreed  to  for  the 
"  emergency  service  is  $110,  and  the  amount 
j  under  paragraph  (b)(3)(i)(A)  of  this  section  is 
*80%  of  $110  ($88). 


Example  4.  (i)  Facts.  Same  facts  as 
Example  3.  Subsequently,  the  plan  adds 
another  provider  to  its  network,  who  has 
agreed  to  accept  $150  for  the  emergency 
service. 

(ii)  Conclusion.  In  this  Example  4,  the 
median  amount  among  those  agreed  to  for  the 
emergency  service  (p  $115.  (Because  there  is 
no  one  middle  amount,  the  median  is  the 
average  of  the  two  middle  amounts,  $110  and 
$120^,)  Accordingly,  the  amount  under 
paragraph  (b)(3)(i)(A)  of  this  section  is  80% 
of  $115  ($92).' 

Example  5.  (i)  Facts.  Same  facts  as 
Example  4.  ’An  individual  covered  by  the 
plan  receives  the  emergency  service  from  an 
out-of-netvvork  provider,  who  charges  $125  • 

for  the  service.  With  respect  to  services 
provided  by  out-of-network  providers 
generally,  the  plan  reimburses  covered 
individuals  50%  of  the  reasonable  amount 
charged  by  the  provider  for  medical  services. 
For  this  purpose,  the  reasonable  amount  for 
any  service  is  based  on  information  on 
charges  by  all  providers  collected  by  a  third 
pdrty,  on  a  zip  code  by  zip  code  basis,  with 
the  plan  treating  charges  at  a  specified 
percentile  as  reasonable.  For  the  emergency 
service  received  by  the  individual,  the 
reasonable  amount  calculated  using  this 
method  is  $116.  The  amount  that  would  be 
paid  under  Medicare  for  the  emergency 
service,  excluding  any  copayment  or 
coinsurance  for  the  service,  is  $80. 

(ii)  Conclusion.  In  this  Example  5,  the  plan 
is  responsible  for  paying  $92.80,  80%  of 
$116.  The  median  amount  among  those 
agreed  to  for  the  emergency  service  is  $115 
and  the  amount  the  plan  would  pay  is  $92 
(80%  of  $115);  the  amourit  calculated  using 
the  same  method  the  plan  uses  to  determine 
payments  for  out-of-network  services — 

$116 — excluding  the  in-network  20% 
coinsurance,  is  $92.80;  and  the  Medicare 
payment  is  $80.  Thus,  the  greatest  amount  is 
$92.80.  The  individual  is  responsible  for  the 
remaining  $32.20  charged  by  the  out-of- 
netw'ork  provider. 

Example  6.  (i)  Facts.  Sanie  facts  as 
Example  5.  The  group  health  plan  generally 
imposes  a  $250  deductible  for  in-network 
health  care.  With  respect  to  all  health  care 
provided  by  out-of-network  providers,  the 
plan  imposes  a  $500  deductible.  (Covered  in- 
network  claims  are  credited  against  the 
deductible.)  The  individual  has  incurred  and 
submitted  $260  of  covered  claims  prior  to 
receiving  the  emergency  service  out  of 
network. 

(ii)  Conclusion.  In  this  Example  6,  the  plan 
is  not  responsible  for  paying  anything  with 
respect  to  the  emergency  service  furnished  by 
the  out-of-network  provider  because  the 
covered  individual  has  not  satisfied  the 
higher  deductible  that  applies  generally  to  all 
health  care  provided  out  of  network. 
However,  the  amount  the  individual  is 
required  to  pay  is  credited  against  the 
deductible. 


(4)  Definitions.  The  definitions  in  this 
paragraph  {b)(4)  govern  in  applying  the 
provisions  of  this  paragraph  (b). 

(i)  Emergency  medical  condition.  The 
term  emergency  medical  condition 
means  a  medical  condition  manifesting 
itself  by  acute  symptoms  of  sufficient 
severity  (including  severe  pain)  so  that 
a  prudent  layperson,  who  possesses  an 
average  knowledge  of  health  and 
medicine,  could  reasonably  expect  the 
absence  of  immediate  medical  attention 
to  result  in  a  condition  described  in 
clause  (i),  (ii),  or  (iii)  of  section 
1867(e)(1)(A)  of  the  Social  Security  Act 
(42  U.S.C.  1395dd(e)(l)(A)).  (In  that 
provision  of  the  Social  Security  Act, 
clause  (i)  refers  to  placing  the  health  of 
the  individual  (or,  with  respect  to  a 
pregnant  woman,  the  health  of  the 
woman  or  her  unborn  child)  in  serious 
jeopardy;  clause  (ii)  refers  to  serious 
impairment  to  bodily  functions:  and 
clause  (iii)  refers  to  serious  dysfunction 
of  any  bodily  organ  or  part.) 

(ii)  Emergency  services.  The  term 
emergency  services  means,  with  respect 
to  an  emergency  medical  condition — 

(A)  A  medical  screening  examination 
(as  required  under  section  1867  of  the 
Social  Security  Act,  42  U.S.C.  1395dd) 
that  is  within  the  capability  of  the 
emergency  department  of  a  hospital, 
including  ancillary  services  routinely 
available  to  the  emergency  department 
to  evaluate  such  emergency  medical 
condition,  and 

(B)  Such  further  medical  examination 
and  treatment,  to  the  extent  they  are 
within  the  capabilities  of  the  staff  and 
facilities  available  at  the  hospital,  as  are 
required  under  section  1867  of  the 
Social  Security  Act  (42  U.S.C.  1395dd) 
to  stabilize  the  patient. 

(iii)  Stabilize.  The  term  to  stabilize, 
with  respect  to  an  emergency  medical 
condition  (as  defined  in  paragraph 
(b)(4)(i)  of  this  section)  has  the  meaning 
given  in  section  1867(e)(3)  of  the  Social 
Security  Act  (42  U.S.C.  1395dd(e)(3)). 

(c)  Applicability  date.  The  provisions 
of  this  section  apply  for  plan  years  (in 
the  individual  market,  policy  years) 
beginning  on  or  after  September  23, 
2010.  See  §  147.140  of  this  part  for 
determining  the  application  of  this 
section  to  grandfathered  health  plans 
(providing  that  these  rules  regarding 
patient  protections  do  not  apply  to 
grandfathered  health  plans). 

[FR  Ooc.  2010-15278  Filed  6-22-10;  11:15  am]  ‘ 
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DEPARTMENT  OF  THE  TREASURY 
Internal  Revenue  Service 
26  CFR  Part  54 
[REG-1 20399-10] 

RIN  1545-BJ57 

Requirements  for  Group  Health  Plans 
and  Health  Insurance  Issuers  Under 
the  Patient  Protection  and  Affordable 
Care  Act  Relating  to  Preexisting 
Condition  Exclusions,  Lifetime  and 
Annual  Limits,  Rescissions,  and 
Patient  Protections 

AGENCY:  Internal  Revenue  Service  (IRS), 
Treasury'. 

ACTION:  Notice  of  proposed  rulemaking 
by  cross-reference  to  temporary 
regulations. 

SUMMARY:  Elsevtrhere  in  this  issue  of  the 
Federal  Register,  the  Treasury 
Department  and  the  IRS  are  issuing 
temporary’  regulations  under  the  Patient 
Protection  and  Affordable  Care  Act  (the 
Affordable  Care  Act)  relating  to  . 
preexisting  condition  exclusions, 
lifetime  and  annual  limits,  rescissions, 
and  patient  protections.  Those 
temporary  regulations  are  being  issued 
at  the  same  time  that  the  Employee 
Benefits  Security  Administration  of  the 
U.S.  Department  of  Labor  and  the  Office 
of  Consumer  Information  and  Insurance 
Oversight  of  the  U.S.  Department  of 
Health  and  Human  Services  are  issuing 
substantially  similar  interim  final 
regulations  under  the  Employee 
Retirement  Income  Security  Act  of  1974 
and  the  Public  Health  Service  Act.  The 
temporary  regulations  provide  guidance 
to  employers,  group  health  plans,  and 
health  insurance  issuers  providing 
group  health  insurance  coverage.  The 
text  of  those  temporary  regulations  also 
serv'es  as  the  text  of  these  proposed 
regulations. 

»  DATES:  Written  or  electronic  comments 
and  requests  for  a  public  hearing  must 
be  received  by  September  27,  2010. 
ADDRESSES:  Send  submissions  to: 
CC;PA:LPD:PR  (REG-120399-10),  Room 
5205,  Internal  Revenue  Service,  P.O. 

Box  7604,  Ben  Franklin  Station, 
Washington,  DC  20044.  Submissions 
may  be  hand-delivered  to: 
CC:PA:LPD:PR  (REG-120399-10), 
Courier’s  Desk,  Internal  Revenue 
Service,  1111  Constitution  Avenue, 

NW.,  Washington,  DC  20224. 
Alternatively,  taxpayers  may  submit 
comments  electronically  via  the  Federal 
eRulemaking  Portal  at  http:// 
www.regulations.gov  (IRS  REG-120399- 
10). 


FOR  FURTHER  INFORMATION  CONTACT: 

Concerning  the  regulations,  Karen  Levin 
at  202-622-6080;  concerning 
submissions  of  comments, 
Oluwafunmilayo  Taylor  at  202-622- 
7180  (not  toll-free  numbers). 
SUPPLEMENTARY  INFORMATION: 

Paperwork  Reduction  Act 

The  collections  of  information 
contained  in  this  notice  of  proposed 
rulemaking  have  been  submitted  to  the 
Office  of  Management  and  Budget  for 
review  in  accordance  with  the 
Paperwork  Reduction  Act  of  1995  (44 
U.S.C.  3507(d)).  Comments  on  the 
collection  of  information  should  be  sent 
to  the  Office  of  Management  and 
Budget,  Attn:  Desk  Officer  for  the 
Department  of  the  Treasury,  Office  of 
Information  and  Regulatory  Affairs, 
Washington,  DC  20503,  with  copies  to 
the  Internal  Revenue  Service,  Attn:  IRS 
Reports  Clearance  Officer, 
SE:W:CAR:MP:T:T:SP,  Washington,  DC 
20224.  Comments  on  the  collection  of 
information  should  be  received  by 
August  27,  2010.  Comments  are 
specifically  requested  concerning: 

•  Whether  the  proposed  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
Internal  Revenue  Service,  including 
whether  the  information  will  have 
practical  utility: 

•  The  accuracy  of  the  estimated 
burdens  associated  with  the  proposed 
collection  of  information  (see  the 
preamble  to  the  temporary  regulations 
published  elsewhere  in  this  issue  of  the 
Federal  Register); 

•  How  to  enhance  the  quality,  utility, 
and  clarity  of  the  information  to  be 
collected; 

•  How  to  minimize  the  burden  of 
complying  with  the  proposed  collection 
of  information,  including  the 
application  of  automated  collection 
techniques  or  other  forms  of  information 
technology;  and 

•  Estimates  of  capital  or  start-up  costs’ 
and  costs  of  operation,  maintenance, 
and  purchase  of  services  to  provide 
information. 

The  collections  of  information  are  in 
§  54.9815-271lT(e)(2),  §  54.9815- 
2712T(a)(l),  and  §  54.9815- 
2719AT(a)(4)  (see  the'temporary 
regulations  published  elsewhere  in  this 
issue  of  the  Federal  Register).  The 
temporary  regulations  require  that  group 
health  plans  and  group  health  insurance 
issuers:  (1)  Notify  individuals  otherwise 
eligible  for  coverage  who  have 
previously  reached  a  lifetime  limit  that 
the  lifetime  limit  no  longer  applies  and 
of  the  right  to  enroll  in  the  coverage;  (2) 
notify  any  individual  whose  coverage 
the  plan  or  issuer  intends  to  rescind  30 


days  in  advance  of  the  rescission;  and 
(3)  for  plans  or  health  insurance 
coverage  that  require  or  provide  for 
covered  individuals  to  designate  a 
primary  care  provider,  notify 
individuals  of  their  rights  regarding 
such  designation  under  section  2719A 
of  the  Public  Health  Service  Act  (which 
is  incorporated  by  reference  into  section 
9815  of  the  Code)  and  of  the  right  to 
obtain  obstetrical  and  gynecological 
services  without  a  referral.  The  likely 
respondents  are  business  or  other  for- 
profit  institutions,  and  nonprofit 
institutions.  Responses  to  these 
collections  of  information  are 
mandatory. 

An  agency  may  not  conduct  or 
sponsor,  and  a  person  is  not  required  to 
respond  to,  a  collection  of  information 
unless  it  displays  a  valid  control 
number  assigried  by  the  Office  of 
Management  and  Budget. 

Books  or  records  relating  to  a 
collection  of  information  must  be 
retained  as  long  as  their  contents  may 
become  material  in  the  administration 
of  any  internal  revenue  law.  Generally 
tax  returns  and  tax  return  information 
are  confidential,  as  required  by  26 
U.S.C.  6103. 

Background 

The  temporary  regulations  published 
elsewhere  in  this  issue  of  the  Federal 
Register  add  §§  54.9815-2704T, 

54.9815- 2711T,  54.9815-2712T,  and 

54.9815- 2719AT  to  the  Miscellaneous 
Excise  Tax  Regulations.  The  proposed 
and  temporary  regulations  are  being 
published  as  part  of  a  joint  rulemaking 
with  the  Department  of  Labor  and  the 
Department  of  Health  and  Human 
Services  (the  joint  rulemaking).  The  text 
of  those  temporary  regulations  also 
serves  as  the  text  of  these  proposed 
regulations.  The  preamble  to  the 
temporary  regulations  explains  those 
temporary  regulations  and  these 
proposed  regulations.  • 

Special  Analyses 

It  has  been  determined  that  this  notice 
of  proposed  rulemaking  is  not  a 
significant  regulatory  action  as  defined 
in  Executive  Order  12866.  Therefore,  a 
regulatory  assessment  is  not  required.  It 
has  also  been  determined  that  section- 
553(b)  of  the  Administrative  Procedure 
Act  (5  U.S.C.  chapter  5)  does  not  apply 
to  this  proposed  regulation.  It  is  hereby 
certified  that  the  collections  of 
information  contained  in  this  notice  of 
proposed  rulemaking  will  not  have  a 
significant  impact  on  a  substantial 
number  of  small  entities.  Accordingly,  a 
regulatory  flexibility  analysis  is  not 
required. 
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Section  54.9815-271lT(e)  of  the 
temporary  regulations  requires  both 
group  health  insurance  issuers  and 
group  health  plans  to  notify  individuals 
otherwise  eligible  for  coverage  who 
have  previously  reached  a  lifetime  limit 
that  the  lifetime  limit  no  longer  applies 
and  of  the  right  to  enroll  in  the 
coverage.  Under  the  temporary 
regulations,  if  a  health  insurance  issuer 
satisfies  this  notice  obligation,  it  is 
satisfied  not  just  for  the  issuer  but  also 
for  the  group  health  plan.  For  group 
health  plans  maintained  by  small 
entities,  it  is  anticipated  that  the  health 
insurance  issuer  will  satisfy  this  notice 
obligation  for  both  the  plan  and  the 
issuer  in  almost  all  cases.  For  this 
reason,  this  information  collection 
requirement  will  not  impose  a 
significant  impact  on  a  substantial 
number  of  small  entities. 

Section  54.9815-2712T(a)(l)  of  the 
temporary  regulations  requires  group 
health  plans  and  group  health  insurance 
issuers  to  provide  30  days  advance 
notice  to  any  individual  whose  coverage 
would  be  affected  before  the  plan  or 
issuer  can  rescind  the  coverage.  If  a 
health  insurance  issuer  satisfies  this 
notice  obligation,  it  is  satisfied  not  just 
for  the  issuer  but  also  for  the  group 
health  plan.  For  group  health  plans' 
maintained  by  small  entities,  it  is 
anticipated  that  the  health  insurance 
issuer  will  satisfy  this  notice  obligation 
for  both  the  plan  and  the  issuer  in 
almost  all  cases.  For  this  reason,  this 
information  collection  requirement  will 
not  impose  a  significant  impact  on  a 
substantial  number  of  small  entities. 

Under  §  54.9815-2719AT(a)(4)  of  the 
temporary  regulations,  a  group  health 
plan  or  health  insurance  coverage  that 
requires  dr  provides  for  covered 
individuals  to  designate  a  primary  care 
provider  must  notify  individuals 
covered  under  the  plan  of  their  rights  to 
choose  any  primary  care  provider  in  the 
plan’s  network  who  is  available  to 
accept  the  individual,  to  designate  a 
pediatrician  in  the  network  for  a  child, 
and  to  obtain  obstetrical  and 
gynecological  services  without  a 
referral.  If  a  health  insurance  issuer 
satisfies  this  notice  obligation,  it  is 
satisfied  not  just  for  the  issuer  but  also 
for  the  group  health  plan.  For  group 
health  plans  maintained  by  small 


entities,  it  is  anticipated  that  the  health  " 
insurance  issuer  will  satisfy  this  notice 
obligation  for  both  the  plan  and  the 
issuer  in  almost  all  cases.  For  this 
reason,  this  information  collection 
requirement  will  not  impose  a 
significant  impact  on  a  substantial 
number  of  small  entities. 

For  further  information  and  for 
analyses  relating  to  the  joint 
rulemaking,  see  the  preamble  to  the 
joint  rulemaking.  Pursuant  to  section 
7805(f)’of  the  Internal  Revenue  Code, 
this  regulation  has  been  submitted  to 
the  Chief  Counsel  for  Advocacy  of  the 
Small  Business  Administration  for 
comment  on  its  impact  on  small 
business. 

Comments  and  Requests  for  a  Public 
Hearing 

Before  these  proposed  regulations  are 
adopted  as  final  regulations, 
consideration  will  be  given  to  any 
written  comments  (a  signed  original  and 
eight  (8)  copies)  or  electronic  comments 
that  are  submitted  timely  to  the  IRS. 
Comments  are  specifically  requested  on 
the  clarity  of  the  proposed  regulations 
and  how  they  may  be  made  easier  to 
understand.  All  comments  will  be 
available  for  public  inspection  and 
copying.  A  public  hearing  may  be 
scheduled  if  requested  in  writing  by  a 
person  that  timely  submits  written 
comments.  If  a  public  hearing  is 
scheduled,  notice  of  the  date,  time,  and 
place  for  the  hearing  will  be  published 
in  the  Federal  Register. 

Drafting  Information 

The  principal  author  of  these 
proposed  regulations  is  Karen  Levin, 
Office  of  the  Division  Counsel/ Associate 
Chief  Counsel  (Tax  Exempt  and 
Government  Entities),  IRS.  The 
proposed  regulations,  as  well  as  the 
temporary  regulations,  have  been 
developed  in  coordination  with 
personnel  from  the  U.S.  Department  of 
Labor  and  the  U.S.  Department  of 
Health  and  Human  Services. 

List  of  Subjects  in  26  CFR  Part  54 

Excise  taxes.  Health  care.  Health 
insurance.  Pensions,  Reporting  and 
recordkeeping  requirements. 


Proposed  Amendments  to  the 
Regplations 

Accordingly,  26  CFR  part  54  is 
proposed  to  be  amended  as  follows: 

PART  54— PENSION  EXaSE  TAXES  ' 

Paragraph  1.  The  authority  citation 
for  part  54  is  amended  by  adding  entries 
in  numerical  order  to  read  as  follows: 
Authority:  26  U.S.C.  7805  *  *  * 

Section  54.9815-2704  also  issued  under  26 
U.S.C.  9833. 

Section  54.9815-2711  also  issued  under  26 
U.S.C.  9833. 

Section  54.9815-2712  also  issued  under  26 
U.S.C.  9833.  *  *  * 

Section  54.9815-2719A  also  issued  under 
26  U.S.C.  9833.  *  *  * 

Par.  2.  Section  54.9815-2704  is  added 
to  read  as  follows: 

§54  9815-2704  Prohibition  of  preexisting 
condition  exclusions. 

[The  text  of  proposed  §  54.9815-2704 
is  the  same  as  the  text  of  §  54.9815- 
2704T  published  elsewhere  in  this  issue 
of  the  Federal  Register). 

Par.3.  Section  54.9815-2711  is  added 
to  read  as  follows: 

§  54.981 5-271 1  No  lifetime  or  annual 
limits. 

[The  text  of  proposed  §  54.9815-2711 
is  the  same  as  the  text  of  §  54.9815- 
271  IT  published  elsewhere  in  this  issue 
of  the  Federal  Register). 

Par.  4.  Section  54.9815-2712  is  added 
to  read  as  follows: 

§  54.981 5-271 2  Rules  regarding 
rescissions. 

[The  text  of  proposed  §  54.9815-2712 
is  the  same  as  the  text  of  §  54.9815- 
2712T  published  elsewhere  in  this  issue 
of  the  Federal  Register). 

Par.  5.  Section  54.9815-2719A  is 
added  to  read  as  follows: 

§  54.981 5-271 9A  Patient  protections. 

[The  text  of  proposed  §  54.9815- 
2719A  is  the  same  as  the  text  of 
§  54.9815-2719AT  published  elsewhere 
in  this  issue  of  the  Federal  Register). 

Steven  T.  Miller,  • 

Deputy  Commissioner  for  Services  and 
Enforcement. 

[FR  Doc.  2010-15277  Filed  6-22-10;  11:15  am| 
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OFRCE  OF  MANAGEMENT  AND 
BUDGET 

2010  Standards  for  Delineating 
Metropolitan  and  Micropolitan 
Statistical  Areas 

AGENCY:  Office  of  Information  and 
Regulatory  Affairs,  Office  of 
Management  and  Budget  (OMB), 
Executive  Office  of  the  President. 

ACTION:  Notice  of  decision. 

SUMMARY:  This  Notice  announces  OMB’s 
adoption  of  2010  Standards  for 
Delineating  Metropolitan  and 
Micropolitan  Statistical  Areas.  The  2010 
standards  replace  and  supersede  the 
2000  Standards  for  Defining 
Metropolitan  and  Micropolitan 
Statistical  Areas.  In  arriving  at  its 
decision.  OMB  accepted  the 
recommendations  of  the  interagency 
Metropolitan  and  Micropolitan 
Statistical  Area  Standards  Review 
Committee  (the  Review  Committee)  as 
published  in  the  February  12,  2009 
Federal  Register. 

The  SUPPLEMENTARY  INFORMATION  in 
this  Notice  provides  background 
information  on  the  standards  (Section  ' 
A),  a  brief  synopsis  of  the  public 
comments  OMB  received  in  response  to 
the  Februaiy'  12,  2009  Federal  Register 
notice  (Section  B),  and  OMB’s  decisions 
on  the  recommendations  of  the  Review 
Committee  (Section  C).  The  2010 
standards  appear  at  the  end  of  this 
Notice  (Section  D).  . 

The  adoption  of  the  2010  standards 
will  not  affect  the  availability  of  Federal 
data  for  geographic  areas  such  as  States, 
counties,  county  subdivisions,  and 
municipalities.  For  the  near  term,  the 
U.S.  Census  Bureau  will  tabulate  and 
publish  data  from  the  2010  Census  for 
all  metropolitan,  micropolitan,  and 
combined  statistical  areas  in  existence 
at  the  time  of  the  census. 

DATES:  Effective  Date:  This  Notice  is 
effective  immediately.  OMB  plans  to 
announce  delineations  of  areas  based  on 
the  2010  standards  and  2010  Census 
data  in  2013.  Federal  agencies  should 
begin  to  use  the  new  area  delineations 
to  tabulate  and  publish  statistics  when 
the  delineations  are  announced. 
ADDRESSES:  Please  send  correspondence 
about  OMB’s  decision  to  Katherine  K. 
Wallman,  Chief  Statistician,  Office  of 
Management  and  Budget,  Room  10201, 
New  Executive  Office  Building, 
Washington,  DC  20503,  telephone 
number  (202)  395-3093,  fax  number 
(202)  395-7245,  or  E-mail 
20t0MetroAreas@omb.eop.gov  with  the 
subject  20lO  MetroAreas. 

Electronic  Availability:  This  notice  is 
available  on  the  Internet  from  the  OMB 


Web  site  at  http://www.whitehouse.gov/ 
omb/fedreg_defa  ult/. 

FOR  FURTHER  INFORMATION  CONTACT: 

Suzann  Evinger,  Office  of  Management 
and  Budget,  telephone  number  (202) 
395-3093,  fax  number  202-395-7245. 

SUPPLEMENTARY  INFORMATION: 

Outline  of  Notice 

A.  Background  and  Review  Process 

B.  Summary  of  Comments  Received  in 

Response  to  the  Februaiy^  12,  2009  Federal 
Register  Notice  ' 

C.  OMB’s  Decisions  Regarding 
Recommendations  From  the  Metropolitan 
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D.  2010  Standards  for  Delineating 
Metropolitan  and  Micropolitan  Statistical 
Areas  and  Key  Terms 

A.  Background  and  Review  Process 

1.  Background 

The  metropolitan  and  micropolitan 
statistical  area  program,  under  various 
names,  has  provided  standard  statistical 
area  delineations  for  approximately  60 
years.  In  the  1940s,  it  became  clear  that 
the  value  of  metropolitan  data  produced 
by  Federal  agencies  would  be  greatly 
enhanced  if  agencies  used  a  single  set  of 
geographic  delineations  for  the  Nation’s 
largest  centers  of  population  and 
activity.  OMB’s  predecessor,  the  Bureau 
of  the  Budget,  led  the  effort  to  develop 
what  were  then  called  “standard 
metropolitan  areas”  in  time  for  their  use 
in  1950  census  publications.  Since  then, 
comparable  data  products  for 
metropolitan  areas  have  been  available. 

The  general  concept  of  a  metropolitan 
statistical  area  is  that  of  an  area 
containing  a  large  population  nucleus 
and  adjacent  communities  that  have  a 
high  degree  of  integration  with  that 
nucleus.  The  concept  of  a  micropolitan 
statistical  area  closely  parallels  that  of 
the  metropolitan  statistical  area,  but  a 
micropolitan  statistical  area  features  a 
smaller  nucleus.  The  purpose  of  these 
statistical  areas  is  unchanged  from  when 
metropolitan  areas  were  first  delineated: 
The  classification  provides  a  nationally 
consistent  set  of  delineations  for 
collecting,  tabulating,  and  publishing 
Federal  statistics  for  geographic  areas. 

OMB  establishes  and  maintains  these 
areas  solely  for  statistical  purposes.  In 
reviewing  and  revising  these  areas,  OMB 
does  not  take  into  account  or  attempt  to 
anticipate  any  public  or  private  sector 
nonstatistical  uses  that  may  be  made  of 
the  delineations.  These  areas  are  not 
designed  to  serve  as  a  general-purpose 
geographic  framework  applicable  for 


nonstatistical  activities  or  for  use  in 
program  funding  formulas. 

Furthermore,  the  Metropolitan  and 
Micropolitan  Statistical  Area  Standards 
do  not  produce  an  urban-rural 
classification,  and  confusion  of  these 
concepts  can  lead  to  difficulties  in 
program  implementation.  Counties 
included  in  Metropolitan  and 
Micropolitan  Statistical  Areas  and  many 
other  counties  may  contain  both  urban 
and  rural  territory  and  population.  For 
instance,  programs  that  seek  to 
strengthen  rural  economies  by  focusing 
solely  on  counties  located  outside 
metropolitan  statistical  areas  could 
ignore  a  predominantly  rural  county 
that  is  included  in  a  metropolitan 
statistical  area  because  a  high 
percentage  of  the  county’s  residents 
commute  to  urban  centers  for  work. 

OMB  urges  agencies,  organizations,  and 
policy  makers  to  review  carefully  the 
goals  of  nonstatistical  programs  and 
policies  to  ensure  that  appropriate 
geographic  entities  are  used  to 
determine  eligibility  for  the  allocation  of 
Federal  funds. 

2.  Review  Process 

From  the  beginning  of  the  program, 
OMB  (or  its  predecessor)  has  reviewed 
the  metropolitan  (and  now 
micropolitan)  statistical  area  standards 
and,  if  warranted,  revised  them  in  the 
years  preceding  their  application  to  new 
decennial  census  data.  During  the 
1990s,  OMB  conducted  a 
comprehensive  review  of  the  1990 
standards,  leading  to  the  development 
of  the  core  based  statistical  areas 
(CBS As)  (metropolitan  and  micropolitan 
statistical  areas)  and  combined 
statistical  areas  as  contained  in  the  2000 
standards  (available  at:  http:// 

WHTV.  whitehouse.gov/omb/fedreg/ 
metroareasl22700.pdf).  Periodic  review 
of  the  standards  is  necessary  to  ensure 
their  continued  usefulness  and 
relevance.  The  current  review  of  the 
metropolitan  and  micropolitan 
statistical  area  standards  is  the  sixth 
such  review. 

In  2008,  OMB  charged  the 
Metropolitan  and  Micropolitan 
Statistical  Area  Standards  Review 
Committee  vvith  examining  the  2000 
metropolitan  and  micropolitan 
statistical  area  standards  and  providing  - 
to  OMB  recommendations  for  revising 
the  standards  that  would  be  issued  no 
later  than  December  2010.  Agencies 
represented  on  the  Review  Committee 
included  the  Census  Bureau  (Chair), 
Bureau  of  Economic  Analysis,  Bureau  of 
Labor  Statistics,  Bureau  of 
Transportation  Statistics,  Economic 
Research  Service/U.S.  Department  of 
Agriculture,  National  Center  for  Health 
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Statistics,  and  ex  officio,  OMB.  The 
Census  Bureau  provided  research 
support  to  the  committee. 

During  the  five  years  between  the 
2000  standards’  implementation  in  2003 
and  the  commencement  of  the  Review 
Committee’s  deliberations  in  2008,  OMB 
received  very  few  inquiries  from  the 
public  questioning  the  conceptual 
framework  of  the  2000  standards  and 
the  resulting  area  delineations. 

Therefore,  the  Review  Committee 
concluded  early  in  its  deliberations  that 
the  2000  standards  worked  well  and 
were  generally  accepted.  Thus,  the ' 
Review  Committee  determined  that  it 
would  not  be  necessary  or  appropriate 
to  seek  wide-ranging  public  comment 
on  all  aspects  of  the  2000  standards, 
particularly  since  a  multiyear 
conceptual  review,  with  several  rounds 
of  public  comment,  had  been  conducted 
prior  to  their  adoption.  Instead,  the 
Review  Committee  decided  to  limit  its 
review,  and  subsequent 
recommendations,  to  a  small  set  of  ’ 
issues  associated  with  the 
implementation  of  the  2000  standards. 

OMB  published  the  Revfew 
Committee’s  recommendations  for 
revisions  to  the  2000  standards  in  a 
February  12,  2009  Federal  Register 
notice  entitled  “Recommendations  From 
the  Metropolitan  and  Micropolitan 
Statistical  Area  Standards  Review 
Committee  to  the  Office  of  Management 
and  Budget  Concerning  Changes  to  the 
2000  Standards  for  Defining 
Metropolitan  and  Micropolitan 
Statistical  Areas”  (74  FR  7172-7177). 

B.  Summary  of  Comments  Received  in 
Response  to  the  February  12,  2009 
Federal  Register  Notice 

The  February  12,  2009  Federal 
Register  notice  requested  comment  on 
the  Review  Committee’s 
recommendations  to  OMB  concerning 
revisions  to  the  2000  Standards  for 
Defining  Metropolitan  and  Micropolitan 
Statistical  Areas,  namely  its 
recommendations  concerning  (1)  the 
qualification  and  titling  of  combined 
statistical  areas;  (2)  the  updating  of 
metropolitan  and  micropolitan 
statistical  areas;  and  (3)  the  replacement 
of  the  word  “definition”  with  the  word 
“delineation.”  To  help  ensure  the  clarity 
of  the  2010  recommended  standards, 
OMB  also  requested  comments  on  the 
wording  of  the  standards. 

OMB  received  40  comment  letters  in 
response  to  the  February  12,  2009 
notice. 

Five  commenters  remarked  on  aspects 
of  the  Review  Committee’s 
recommendations  for  eliminating  local 
opinion  from  the  qualification  of 
combined  statistical  areas  and 


establishing  a  minimum  employment 
interchange  measure,  of  15  for  the 
automatic  qualification  of  combined 
statistical  areas.  Two  commenters 
supported  the  elimination  of  local 
opinion  in  combined  statistical  area 
qualification,  with  one  of  the  two 
expressing  concern  about  setting  the 
minimum  employment  interchange 
measure  threshold  at  15.  Two  other 
commenters  expressed  concern  about 
both  the  potential  consequences  of 
eliminating  local  opinion  and  setting 
the  automatic  threshold  at  15.  One 
commenter  supported  setting  the 
employment  interchange  measure  at  15 
for  combining  areas. 

Two  commenters  remarked  on  the 
proposed  combined  statistical  area 
titling  criteria.  One  commenter 
supported  the  committee’s 
recommendation,  while  the  other 
commenter  wondered  if  eliminating 
local  opinion  would  end  potentially 
positive  means  of  allowing  individual 
areas  to  express  their  opinions. 

Five  commenters  remarked  on  aspects 
of  the  Review  Committee’s 
recommendations  concerning  the 
update  of  metropolitan  and 
micropolitan  statistical  areas,  including 
(1)  the  limiting  of  yearly  updates  as  well 
as  (2)  the  planned  update  in  2018.  All 
five  commenters  who  offered  views  on 
limiting  yearly  updates  agreed  with  the 
Review  Committee,  as  did  all  four  who 
offered  views  on  the  planned  update  in 
2018. ■ 

Three  commenters  remarked  on  the 
Review  Committee’s  recommendation  to 
replace  the  term  “definition”  with 
“delineation”:  Two  agreed,  while  one 
was  indifferent.  One  of  the  three 
commenters  wondered  if  it  would  take 
a  long  period  for  the  new  term  to  gain 
general  acceptance. 

OMB  has  reviewed  these  comments, 
giving  them  careful  consideration.  In 
some  cases,  however,  we  have 
concluded  that  we  could  not  adopt  the 
suggestions  made  by  commenters, 
particularly  with  respect  to  the 
qualification  and  titling  of  combined 
statistical  areas,  without  undermining 
efforts  to  achieve  a  consistent,  national 
approach  designed  to  enhance  the  value 
of  data  produced  hy  Federal  agencies. 

In  addition  to  the  recommendations 
on  which  OMB  requested  comment, 
individuals  also  offered  comments — not 
requested  by  OMB — on  other  aspects  of 
the  standards  and  the  program.  As 
indicated  in  the  February  12,  2009, 
Federal  Register  notice,  the  2000 
standards  were  the  result  of  an 
extensive  and  comprehensive  review.  In 
conducting  the  recent  review,  the 
Review  Committee  concluded  that  the 
2000  standards  have  worked  well 


during  the  past  decade,  and 
recommended  only  some  modest 
specific  changes  on  which  OMB  sought 
public  comments.  The  comments 
summarized  below  relate  to  aspects  of 
the  statistical  area  standards  that  were 
not  open  for  public  comment. 

One  commenter  suggested  alternative 
means  of  titling  metropolitan  statistical 
areas  with  more  than  one  county:  (1) 
Titling  based  on  the  county  seat  of  each 
county  in  the  metropolitan  statistical 
area;  or  (2)  listing  the  most  populous 
urban  centers  of  each  county.  Another 
commenter  suggested  that  titling  a 
merged  metropolitan  statistical  area  be 
based  on  the  names  of  the  areas  being 
merged.  Two  commenters  asked  OMB  to 
consider  shorter  titles  for  areas. 

One  commenter  suggested  that  the 
central  county  criteria  be  modified  so 
that  section  2(b)  is  used  in  a. much  more 
limited  fashion,  only  applying  that 
criterion  to  those  potential  metropolitan 
and  micropolitan  statistical  areas  that 
would  otherwise  not  contain  a  central 
county. 

One  commenter  suggested  an 
alternative  method  of  qualifying 
outlying  counties  that  measures 
commuting  to  the  central  counties  and 
does  not  require  adjacency  to  the 
balance  of  the  area.  One  commenter 
questioned  the  sole  reliance  on 
commuting  for  outlying  county  criteria, 
while  two  other  commenters  suggested 
that  the  outlying  county  criteria  should 
be  modified  to  follow  the  outlying 
county  criteria  in  the  1990  OMB 
standards,  rather  than  the  2000  OMB 
standards.  One  commenter  suggested 
the  use  of  the  employment  interchange 
measure,  as  well  as  a  measure  of 
“outleakage”  of  consumer  spending,  to 
qualify  counties  to  a  county  that 
contains  a  principal  city. 

Thirteen  commenters  expressed 
concern  about  the  current  delineations 
of  the  Greensboro-High  Point,  Winston- 
Salem,  and  Burlington,  North  Carolina 
metropolitan  statistical  areas,  and 
suggested  that  OMB  find  ways  to  merge 
or  otherwise  bring  together  the  three 
individual  areas — and  in  the  case  of  a 
few  commenters,  additional  territory — 
into  a  single  metropolitan  statistical 
area. 

Four  commenters  expressed  concerns 
about  the  current  delineations  of 
selected  CBSAs  in  Michigan.  All  four 
commenters  suggested  a  reconfiguration 
of  the  Grand  Rapids  area,  with  two  of 
the  four  also  questioning  the  delineation 
of  selected  other  areas  in  the  State. 

One  commenter  suggested  that  the 
term  “metropolitan  statistical  area”  only 
apply  to  those  areas  that  do  not  belong 
to  combined  statistical  areas.  This 
commenter  further  suggested  that 
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components  of  combined  statistical 
areas  should  be  designated  using  some 
other  category  name. 

One  commenter  suggested  that  OMB 
consider  separate  coding  sequences  for 
metropolitan  statistical  areas  and  for 
micropolitan  stati.stical  areas,  and  that 
OMB  consider  using  headings  such  as 
“Metropolitan  CBSAs”  and 
“Micropolitan  CBSAs.”  Also,  one 
commenter  asked  OMB  to  consider 
maintaining  the  same  statistical  area 
codes  for  areas  delineated  in  the  update 
scheduled  for  2018  as  will  have  been 
established  in  the  review  scheduled  for 
2013,  including  cases  where  titles  have 
changed  but  where  boundaries  have  not 
changed.  Furthermore,  the  commenter 
also  suggested  that  OMB  consider  an 
interagency  process  to  investigate  the 
feasibility  of  creating  classifications  of 
territory  within  metropolitan  statistical 
areas. 

Some  out-of-scope  comments  focused 
on  the  use  of  the  statistical  areas, 
including  the  presentation  of  data.  One 
commenter  asked  OMB  to  consider 
researching  the  uses  of  statistical  areas. 
The  commenter  also  asked.OMB  to 
mandate  that  data  provided  for 
metropolitan  and  micropolitan 
statistical  areas  be  displayed  with  data 
for  the  combined  statistical  area 
associated  with  those  metropolitan  or 
micropolitan  statistical  area 
components,  and  that  data  displayed  at 
the  metropolitan  division  level  be 
displayed  with  data  for  the  metropolitan 
statistical  area  of  which  the 
metropolitan  division  is  a  component. 

In  addition,  five  commenters  requested 
that  OMB  consider  elimination  of  the 
prohibition  against  commingling  in 
ranking  combined  statistical  areas,  on 
the  one  hand,  and  metropolitan 
stati.stical  areas  that  do  not  belong  to 
combined  statistical  areas,  on  the  other 
hand. 

One  commenter  asked  for  the 
inclusion  of  local  opinion  in  the 
metropolitan  and  micropolitan 
statistical  area  qualification  process,  and 
another  requested  using  local  opinion  in 
metropolitan  division  qualification. 
Another ‘commenter  more  generally 
advocated  some  use  of  local  opinion  in 
the  standards. 

Sixteen  commenters  offered 
suggestions  on  an  unidentified  Federal 
program  that  appears  to  be  unrelated  to 
the  metropolitan  and  micropolitan 
statistical  areas  program. 

We  have  reviewed  the  out-of-scope 
comments  and  concluded  that  we  could 
not  accept  suggestions  that  would  alter 
the  underlying  concepts  and  framework 
of  the  2000  standards,  adhering  instead 
to  a  more  focused  update.  However, 
OMB,  in  consultation  with  the  Census 


Bureau  and  the  Review  Committee,  may 
give  further  consideration  to  the  out-of- 
scope  comments  relating  to  the 
presentation  of  data  when  it  updates  the 
guidance  on  uses  of  the  areas  in  its 
statistical  areas  bulletin. 

C.  OMB’s  Decisions  Regarding 
Recommendations  From  the 
Metropolitan  and  Micropolitan 
Statistical  Area  Standards  Review 
Committee  Concerning  Changes  to  the 
Standards  for  Defining  Metropolitan 
and  Micropolitan  Statistical  Areas 

This  section  of  the  Notice  provides 
information  on  the  decisions  OMB  has 
made  on  the  Review  Committee’s 
recommendations.  In  arriving  at  these 
decisions,  we  considered  the  public 
comment  on  the  Review  Committee’s 
recommendations  published  in  the 
Federal  Register  on  February  12,  2009. 
OMB  also  benefited  from  the 
deliberations  of  the  Review  Committee 
as  well  as  the  research  support  provided 
by  Census  Bureau  staff.  We  have  relied 
upon  and  very  much  appreciate  the 
technical  and  subject-matter  expertise, 
insight,  and  dedication  of  the  Review 
Committee  members  and  the  Census 
Bureau  staff. 

OMB  presents  helow  its  decisions  on 
the  Review  Committee’s  specific 
recommendations: 

1.  Recommendations  Concerning 
Combined  Statistical  Areas 

OMB  accepts  the  Review  Committee’s 
recommendation  to  eliminate  the  use  of 
local  opinion  in  the  qualification  of 
combinations  with  employment 
interchange  measures  between  15  and 
25.  Adjacent  core  based  statistical  areas 
(CBSAs)  should  automatically  qualify 
for  combination  if  they  possess  an 
employment  interchange  measure  of  15 
or  higher.  OMB  also  accepts  the 
recommendation  to  eliminate  the  use  of 
local  opinion  in  combined  statistical 
area  titling;  each  combined  statistical 
area  should  be  titled  using  the  names  of 
the  two  principal  cities  with  the  largest 
populations  in  the  combined  statistical 
area,  as  well  as  the  name  of  the  third- 
largest  principal  city,  if  present. 

The  2000  standards  provided  for 
combined  statistical  areas  to  recognize 
ties  between  contiguous  metropolitan 
and/or  micropolitan  statistical  areas  that 
are  less  intense  than  those  captured  by 
mergers,  but  still  significant.  (Mergers 
occur  when  adjacent  CBSAs  become  a 
single  CBSA  because  the  central  county 
or  counties  (as  a  group)  of  one  CBSA 
qualify  as  outlying  to  the  central  county 
or  counties  (as  a  group)  of  the  other 
CBSA.)  These  combinations  were  based 
on  the  employment  interchange 
measure  between  two  CBSAs,  defined  as 


the  sum  of  the  percentage  of  commuting 
from  the  smaller  area  to  the  larger  area 
and  the  percentage  of  employment  in 
the  smaller  area  accounted  for  by 
workers  residing  in  the  larger  area. 

In  reviewing  the  2000  standards,  OMB 
agrees  with  the  Review  Committee  that 
combined  statistical  areas  can  serve  as 
an  important  geographic  tool  for  the 
Federal  statistical  data  community. 
Under  the  current  system — in  which 
adjacent  metropolitan  and/or 
micropolitan  statistical  areas  combine 
automatically  if  they  have  an 
employment  interchange  measure  of  25 
or  more,  while  areas  with  an 
interchange  measure  of  less  than  25  but 
at  least  15  qualify  with  the  support  of 
local  opinion — the  universe  of 
combined  statistical  areas  is 
heterogeneous  and  incomplete.  This 
calls  into  question  the  comparability  of 
the  areas.  Applying  only  statistical  rules 
when  delineating  areas — the  means  by 
which  the  other  .statistical  areas 
delineated  by  OMB  currently  qualify — 
minimizes  ambiguity  and  maximizes  the 
replicability,  transparency,  and  integrity 
of  the  process.  OMB  agrees  with  the 
committee  on  applying  only  statistical 
rules,  automatically  combining  all  areas 
with  the  minimum  employment 
interchange  measure  of  15. 

Under  the  2000  standards,  local 
opinion  also  was  used  for  determining 
titles  for  combined  statistical  areas. 

OMB  agrees  with  the  committee  that 
just  as  the  qualification  of  combined 
statistical  areas  should  be  based  on  the 
application  of  statistical  rules,  so  too 
should  combined  statistical  area  titling. 
OMB  agrees  with  the  committee’s 
recommendation  for  the  elimination  of 
local  opinion  from  combined  statistical 
area  titling  and  instead  titling  combined 
statistical  areas  in  essentially  the  same 
manner  as  their  component 
metropolitan  and  or  micropolitan 
stati.stical  areas:  The  title  of  a  combined 
statistical  area  should  be  based  on  the 
names  of  the  two  principal  cities  with 
the  largest  populations  in  the 
combination,  as  well  as  the  name  of  the 
third-largest  principal  city,  if  present. 

To  avoid  a  source  of  potential 
confusion,  however,  OMB  also  agrees 
with  the  committee's  recommendation 
for  dropping  the  name  of  the  third-most- 
populous  principal  city  from  the  title  of 
a  combined  statistical  area  if  the 
combined  statistical  area  title  duplicates 
that  of  one  of  its  component  CBSAs. 

2.  Recommendations  Concerning 
Postcensal  Updates 
OMB  accepts  the  Review  Committee’s 
recommendation  that  OMB:  (1)  Limit  its 
yearly  updates  after  the  initial 
delineation  based  on  the  2010  standards 
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to  the  identification  of  new 
metropolitan  and  micropolitan 
statistical  areas  (and  reflect  certain 
changes  to  principal  cities  such  as 
names  and  legal  status)  and  (2)  conduct 
a  broader  update  in  2018  based  on  those 
aspects  of  delineation  that  can  be 
performed  using  Census  Bureau 
Population  Estimates  Program  total 
population  estimates  as  well  as  the 
2011-2015  American  Community 
Survey  5-year  commuting  and 
employment  estimates. 

For  some  purposes,  frequent  updates 
of  the  areas  are  desirable,  but  for  other 
purposes  stability  of  the  inventory  of 
areas  has  advantages. 

0MB  notes  that  the  committee 
examined  the  criteria  for  statistical  area 
updates  in  the  2000  standards  as  well  as 
the  application  of  those  criteria.  Annual 
postcensal  updates  of  statistical  areas 
since  2003  have  been  extensive  and 
have  included:  (1)  Qualification  of  new 
micropolitan  statistical  areas;  (2) 
qualification  of  new  metropolitan  ’ 
statistical  areas;  (3)  qualification  of  new 
and  expanded  combined  statistical 
areas,  (4)  qualification  of  new  priricipal 
cities;  (5)  deletion  of  principal  cities; 
and  (6)  changes  in  the  titles  of 
metropolitan  statistical  areas, 
micropolitan  statistical  areas,  and 
metropolitan  divisions,  based  on  the 
addition  and/or  deletion  of  principal 
cities  as  well  as  changes  in  the  relative 
population  size  rankings  of  principal 
cities.^ 

0MB  agrees  with  the  Review 
Committee’s  observation  that  aspects  of 
yearly  updates  can  present  potential 
difficulties  to  producers  and  users  of 
metropolitan  and  micropolitan 
statistical  area  data,  including  the 
potentially  considerable  workload  that 
yearly  postcensal  update  titling  and 
coding  changes  can  pose  for 
maintaining  large  databases.  OMB 
-supports  a  more  limited  yearly  update, 
identifying  only  new  metropolitan  and 
micropolitan  statistical  areas. ^  (The 
identification  of  a  new  metropolitan  or 
micropolitan  statistical  area  can  lead  to 
the  creation  of  a  new  combined 
statistical  area  or  the  expansion  of  an 


’  The  2000  standards  also  included  criteria  for 
updating  areas  in  2008  based  on  American 
Community  Survey  S-year  commuting  and 
employment  estimates.  Given  a  subsequent  change 
in  the  American  Community  Survey  production 
and  release  schedule,  that  2008  update  could  not 
be  implemented. 

^  A  metropolitan  statistical  area  that  qualifies 
under  the  yearly  update  due  to  a  special  census  or 
population  estimate  will  not  contain  an  urbanized 
area  as  delineated  by  the  Census  Bureau,  unless  that 
special  census  generates  a  new  urbanized  area. 

Also,  the  Census  Bureau’s  Population  Estimates 
Program  produces  and  disseminates  the  ofBcial 
total  population  estimates  of  cities  that  are  used  in 
the  update  process. 


existing  combined  statistical  area.)  OMB 
.  would  continue  to  reflect  changes  to 
principal  cities  based  on  changes  in 
their  names  and  legal  status.  For 
example,  if  a  principal  city 
disincorporates  or  changes  its  name, 
that  would  be  reflected  in  the  yearly 
update  of  the  inventory  of  principal 
cities,  CBSA  titles,  and  codes. 

OMB  agrees  with  the  Review 
Committee’s  recommendation  for  a 
more  comprehensive  update  of 
metropolitan  and  micropolitan  and 
related  statistical  areas  in  2018  based  on 
those  parts  of  delineation  that  can  be 
updated  using  Census  Bureau 
Population  Estimates  Program  total 
population  estimates  and  the  2011-2015 
American  Community  Survey  5-year 
commuting  and  employment  estimates. 
The  urbanized  areas  and  urban  clusters 
used  in  the  2018  update  will  be  those 
delineated  with  2010  Census  data,  plus 
any  urban  areas  delineated  later  through 
special  censuses.  The  central  counties  of 
CBSAs  identified  on  the  basis  of  a  2010 
Census  population-  count,  or  on  the 
basis  of  population  estimates  or  a 
special  census  count  in  the  case  of 
postcensally  delineated  areas,  would 
constitute  the  central  counties  for 
purposes  of  this  set  of  area  delineations. 

3.  Recommendation  Concerning  the  Use 
of  the  Word  “Definition” 

OMB  accepts  the  Review  Committee’s 
recommendation  that  OMB  replace  the 
word  “definition”  with  the  word 
“delineation”  in  the  proposed  2010 
standards. 

During  much  of  the  history  of  the 
metropolitan  and  micropolitan 
statistical  area  program,  the  term 
“definition”  has  been  used  to  refer  to  the 
boundaries  or  geographic  makeup  of  an 
area  (e.g.,  the  definition  of  the  Altoona, 
PA  Metropolitan  Statistical  Area).  While 
the  program’s  use  of  the  term  has  been 
careful  and  consistent,  it  is  not  intuitive 
for  those  first  encountering  the  program. 

OMB  agrees  with  the  committee  that 
the  program’s  use  of  the  term 
“definition”  occasionally  has  caused 
misunderstandings  and  accepts  the 
committee’s  recoihmendation  to  replace 
“definition”  with  “delineation”  to 
reference  the  geographic  boundaries  of 
the  statistical  areas. 

D.  2010  Standards  for  Delineating 
Metropolitan  and  Micropolitan 
Statistical  Areas  and  Key  Terms 

The  Office  of  Management  and  Budget 
will  use  these  standards  to  delineate 
Core  Based  Statistical-Areas  (CBSAs) 
beginning  in  2013. 

A  CBSA  is  a  geographic  entity 
associated  with  at  least  one  core  of 
10,000  or  more  population,  plus 


adjacent  territory  that  has  a  high  degree 
of  social  and  economic  integration  with 
the  core  as  measured  by  commuting  ties. 
The  standards  designate  and  delineate 
two  categories  of  CBSAs:  Metropolitan 
Statistical  Areas  and  Micropolitan 
Statistical  Areas. 

The  purpose  of  the  Metropolitan  and 
Micropolitan  Statistical  Area  standards 
is  to  provide  nationally  consistent 
delineations  for  collecting,  tabulating, 
and  publishing  Federal  statistics  for  a 
set  of  geographic  areas.  The  Office  of 
Management  and  Budget  establishes  and 
maintains  these  areas  solely  for 
statistical  purposes. 

Metropolitan  and  Micropolitan 
Statistical  Areas  are  not  designed  as  a 
general-purpose  geographic  framework 
for  nonstatistical  activities  or  for  use  in 
program  funding  formulas.  The  CBSA 
classification  is  not  an  urhan-rural 
classification:  Metropolitan  and 
Micropolitan  Statistical  Areas  and  many 
counties  outside  CBSAs  contain  both 
urban  and  rural  populations. 

CBSAs  consist  of  counties  and 
equivalent  entities  throughout  the 
United  States  and  Puerto  Rico.  In  view 
of  the  importance  of  cities  and  towns  in 
New  England,  a  set  of  geographic  areas 
similar  in  concept  to  the  county-based 
CBSAs  also  will  be  delineated  for  that 
region  using  cities  and  towns.  These 
New  England  City  and  Town  Areas 
(NECTAs)  are  intended  for  use  with 
statistical  data,  whenever  feasible  and 
appropriate,  for  New  England.  Data 
providers  and  users  desiring  areas 
delineated  using  a  nationally  consistent 
geographic  building  block  should  use 
the  county-based  CBSAs  in  New 
England. 

The  following  criteria  apply  to  both 
the  nationwide  county-based  CBSAs 
and  to  NECTAs,  with  the  exceptions  of 
Sections  7  and  9  in  which  separate 
criteria  are  applied  when  identifying 
and  titling  divisions  within  NECTAs 
that  contain  at  least  one  core  of  2.5 
million  or  more  population.  Wherever 
the  word  “county”  or  “counties”  appears 
in  the  following  criteria  (except  in 
Sections  7  and  9),  the  words  “city  and 
town”  or  “cities  and  towns”  should  be 
substituted,  as  appropriate,  when 
delineating  NECTAs.  Commuting  and 
employment  estimates  are  derived  from 
the  Census  Bureau’s  American 
Community  Survey. 

Section  1.  Population  Size  Require'ments 
for  Qualification  of  Core  Based 
Statistical  Areas 

Each  CBSA  must  have  a  Census 
Bureau  delineated  urbanized  area  of  at 
least  50,000  population  or  a  Census 
Bureau  delineated  urban  cluster  of  at 
least  10,000  population.  (Urbanized 
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areas  and  urban  clusters  are  collectively 
referred  to  as  “urban  areas.”) 

Section  2.  Central  Counties 
The  central  county  or  counties  of  a 
CBS  A  are  those  counties  that: 

(a)  Have  at  least  50  percent  of  their 
population  in  urban  areas  of  at  least 
10,000  population;  or 

(b)  Have  within  their  boundaries  a 
population  of  at  least  5,000  located  in  a 
single  urban  area  of  at  least  10,000 
population. 

A  central  county  is  associated  with 
the  urbanized  area  or  urban  cluster  that 
accounts  for  the  largest  portion  of  the 
county’s  population.  The  central 
counties  associated  with  a  particular 
urbanized  area  or  urban  cluster  are 
grouped  to  form  a  single  cluster  of 
central  counties  for  purposes  of 
measuring  commuting  to  and  from 
potentially  qualifying  outlying  counties. 

Section  3.  Outlying  Counties 

A  county  qualifies  as  an  outlying 
county  of  a  CBSA  if  it  meets  the 
following  commuting  requirements: 

(a)  At  least  25  percent  of  the  workers 
living  in  the  county  work  in  the  central 
county  or  counties  of  the  CBSA;  or 

(b)  At  least  25  percent  of  the 
employment  in  the  county  is  accounted 
for  by  workers  who  reside  in  the  central 
county  or  counties  of  the  CBSA. 

A  county  may  be  included  in  only  one 
CBSA.  If  a  county  qualifies  as  a  central 
county  of  one  CBSA  and  as  outlying  in 
another,  it  falls  within  the  CBSA  in 
which  it  is  a  central  county.  A  county 
that  qualifies  as  outlying  to  multiple 
CBSAs  falls  within  the  CBSA  with 
which  it  has  the  strongest  commuting 
tie,  as  measured  by  either  3(a)  or  3{b) 
above.  The  counties  included  in  a  CBSA 
must  he  contiguous;  if  a  county  is  not 
contiguous  with  other  counties  in  the 
CBSA,  it  will  not  fall  within  the  CBSA. 

Section  4.  Merging  of  Adjacent  Core 
Based  Statistical  Areas 

Two  adjacent  CBSAs  will  merge  to 
form  one  CBSA  if  the  central  county  or 
counties  (as  a  group)  of  one  CBSA 
qualify  as. outlying  to  the  central  county 
or  counties  (as  a  group)  of  the  other 
CBSA  using  the  measures  and 
thresholds  stated  in  3(a)jand  3(b)  above. 

Section  5.  Identification  of  Principal 
Cities 

The  Principal  City  (or  Cities)  of  a 
CBSA  will  include: 

(a)  The  largest  incorporated  place 
with  a  2010  Census  population  of  at 
least  10,000  in  the  CBSA  or,  if  no 
incorporated  place  of  at  least  10,000 
population  is  present  in  the  CBSA,  the 
largest  incorporated  place  or  census 
designated  place  in  the  CBSA;  and 


(b)  Any  additional  incorporated  place 
or  census  designated  place  with  a  2010 
Census  population  of  at  least  250,000  or 
in  which  100,000  br  more  persons  work; 
and 

(c)  Any  additional  incorporated  place 
or  census  designated  place  with  a  2010 
Census  population  of  at  least  50,000,  hut 
less  than  250,000,  and  in  which  the 
number  of  workers  working  in  the  place 
meets  or  exceeds  the  number  of  workers 
living  in  the  place;  and 

(d)  Any  additional  incorporated  place 
or  census  designated  place  with  a  2010 
Census  population  of  at  least  10,000,  but 
less  than  50,000,  and  at  least  one-third 
the  population  size  of  the  largest  place, 
and  in  which  the  number  of  workers 
working  in  the  place  meets  or  exceeds 
the  number  of  workers  living  in  the 
place. 

Section  6.  Categories  and  Terminology 

A  CBSA  is  categorized  based  on  the 
population  of  the  largest  urban  area 
(urbanized  area  or  urban  cluster)  within 
the  CBSA.  Categories  of  CBSAs  are: 
Metropolitan  Statistical  Areas,  based  on 
mrbanized  areas  of  50,000  or  more 
population,  and  Micropolitan  Statistical 
Areas,  based  on  urban  clusters  of  at  least 
10,000  population  hut  le.ss  than  50,000 
population.  Counties  that  do  not  fall 
within  CBSAs  will  represent  “Outside 
Core  Based  Statistical  Areas.” 

A  NECTA  is  categorized  in  a  manner 
similar  to  a  CBSA  and  is  referred  to  as 
a  Metropolitan  NECTA  or  a 
Micropolitan  NECTA. 

Section  7.  Divisions  of  Metropolitan 
Statistical  Areas  and  New  England  City 
and  Town  Areas 

(a)  A  Metropolitan  Statistical  Area 
containing  a  single  urbanized  area  with 
a  population  of  at  least  2.5  million  may 
be  subdivided  to  form  smaller  groupings 
of  counties  referred  to  as  Metropolitan 
Divisions.  A  county  qualifies  as  a  “main 
county”  of  a  Metropolitan  Division  if  65 
percent  or  more  of  workers  living  in  the 
county  also  work  within  the  county  and 
the  ratio  of  the  number  of  workers 
working  in  the  county  to  the  number  of 
workers  living  in  the  county  is  at  least 
.75.  A  county  qualifies  as  a  “secondary 
county”  if  50  percent  or  more,  but  less 
than  65  percent,  of  workers  living  in  the 
county  also  work  within  the  county  and 
the  ratio  of  the  number  of  workers 
working  in  the  county  to  the  number  of 
workers  living  in  the  county  is  at  least 
75. 

A  main  county  automatically  serves 
as  the  basis  for  a  Metropolitan  Division. 
For  a  secondary  county  to  qualify  as  the 
basis  for  forming  a  Metropolitan 
Division,  it  must  join  with  either  a 
contiguous  secondary  county  or  a 


contiguous  main  county  with  which  it 
has  the  highest  employment  interchange 
measure  of  15  or  more.  After  all  main 
counties  and  secondary  counties  are 
identified  and  grouped  (if  appropriate), 
each  additional  county  that  already  has 
qualified  for  inclusion  in  the 
Metropolitan  Statistical  Area  falls 
within  the  Metropolitan  Division 
associated  with  the  main/secondary 
county  or  counties  with  which  the 
county  at  issue  has  the  highest 
employment  interchange  measure. 
Counties  in  .a  Metropolitan  Division 
must  be  contiguous. 

(b)  A  NECTA  containing  a  single 
urbanized  area  with  a  population  of  at 
least  2.5  million  may  be  subdivided  to 
form  smaller  groupings  of  cities  and 
towns  referred  to  as  NECTA  Divisions. 

A  city  or  town  will  be  a  “main  city  or 
town”  of  a  NECTA  Division  if  it  has  a 
population  of  50,000  or  more  and  its 
highest  rate  of  out-commuting  to  any 
other  city  or  town  is  less  than  20 
percent. 

After  all  main  cities  and  towns  have 
been  identified,  each  remaining  city  and 
town  in  the  NECTA  will  fall  within  the 
NECTA  Division  associated  with  the 
city  or  town  with  which  the  one  at  issue 
has  the  highest  employment  interchange 
measure.  Each  NECTA  Division  must 
contain  a  total  population  of  100,000  or 
more.  Cities  and  towns  first  assigned  to 
"areas  with  populations  less  than 
100,000  will  be  assigned  to  the 
qualifying  NECTA  Division  associated 
with  the  city  or  town  with  which  the 
one  at  issue  has  the  highest  employment 
interchange  measure.  Cities  and  towns 
within  a  NECTA  Division  must  be 
contiguous. 

Section  8.  Combining  Adjacent  Core 
Based  Statistical  Areas 

(a)  Any  two  adjacent  CBSAs  will  form 
a  Combined  Statistical  Area  if  the 
employment  interchange  measure 
between  the  two  areas  is  at  least  15. 

(b) 'The  CBSAs  thus  combined  will 
also  continue  to  be  recognized  as 
individual  CBSAs  within  the  Combined 
Statistical  Area. 

Section  9.  Titles  of  Core  Based 
Statistical  Areas,  Metropolitan 
Divisions,  New  England  City  and  Town 
Divisions,  and  Combined  Statistical 
Areas 

(a)  The  title  of  a  CBSA  or  NECTA  will 
include  the  name  of  its  Principal  City 
with  the  largest  2010  Census 
population.  If  there  are  multiple 
Principal  Cities,  the  names  of  the 
second-largest  and  (if  present)  third- 
largest  Principal  Cities  will  appear  in 
the  title  in  order  of  descending 
population  size.  If  the  Principal  City 


Federal  Register/ Vol.  75.  No.  123 /Monday,  June  28,  2010 /Notices 


37251 


with  the  largest  2010  Census  population 
is  a  census  designated  place,  the  name 
of  the  largest  incorporated  place  of  at 
least  10,000  population  that  also  is  a 
Principal  City  will  appear  first  in  the 
title  followed  by  the  name  of  the  census 
designated  place.  If  the  Principal  City 
with  the  largest  2010  Census  population 
is  a  census  designated  place,  and  there 
is  no  incorporated  place  of  at  least ' 
10,000  population  that  also  is  a 
Principal  City,  the  name  of  that  census 
designated  place  Principal  City  will 
appear  first  in  the  title. 

(b)  The  title  of  a  Metropolitan  ■ 
Division  will  include  the  name  of  the 
Principal  City  with  the  largest  2010 
Census  population  located  in  the 
Metropolitan  Division.  If  there  are 
multiple  Principal  Cities,  the  names  of 
the  second-largest  and  (if  present)  third- 
largest  Principal  Cities  will  appear  in 
the  title  in  order  of  descending 
population  size.  If  there  are  no  Principal 
Cities  located  in  the  Metropolitan 
Division,  the  title  of  the  Metropolitan 
Division  will  use  the  names  of  up  to 
three  counties  in  order  of  descending 
2010  Census  population  size. 

(c)  The  title  of  a  NECTA  Division  will 
include  the  name  of  the  Principal  City 
with  the  largest  2010  Census  population 
located  in  the  NECTA  Division.  If  there 
are  multiple  Principal  Cities,  the  names 
of  the  second-largest  and  (if  present) 
third-largest  Principal  Cities  will  appear 
in  the  title  in  order  of  descending 
population  size.  If  there  are  no  Principal 
Cities  located  in  the  NECTA  Division, 
the  title  of  the  NECTA  Division  will  use 
the  names  of  up  to  three  cities  or  towns 
in  descending  2010  Census  population 
size.  . 

(d)  The  title  of  a  Combined  Statistical 
Area  will  include  the  names  of  the  two 
largest  Principal  Cities  in  the 
combination  and  the  name  of  the  third- 
largest  Principal  City,  if  present.  If  tlie 
Combined  Statistical  Area  title 
duplicates  that  of  one  of  its  component 
CBSAs,  the  name  of  the  third-most- 
populous  Principal  City  will  be  dropped 
from  the  title  of  the  Combined 
Statistical  Area. 

(e)  Titles  also  will  include  the  names 
of  any  State  in  which  the  area  is  located. 

Section  10.  Updating  Schedule 

(a)  The  Office  of  Management  and 
Budget  will  delineate  CBSAs  in  2013 
based  on  2010  Census  data  and  2006- 
2010  American  Community  Survey  5- 
year  estimates. 

(b)  In  subsequent  years,  the  Office  of 
Management  and  Budget  will  designate 
a  new  Metropoditan  Statistical  Area  if: 

(1)  A  city  that  is  outside  any  existing 
CBSA  has  a  Census  Bureau  special 
census  count  of  10,000  to  49,999 


population,  or  a  population  estimate  of 
10,000  fo  49,999  for  two  consecutive 
years  from  the  Census  Bureau’s 
Population  Estimates  Program,  or 

(2)  A  Census  Bureau  special  census 
results  in  the  delineation  of  an  urban 
clmster  of  10,000  to  49,999  population 
that  is  outside  of  any  existing  CBSA. 

(c)  Also  in  subsequent  years,  the 
Office  of  Management  and  Budget  will 
designate  a  new  Metropolitan  Statistical 
Area  if: 

(1)  A  city  that  is  outside  any  existing 
Metropolitan  Statistical  Area  has  a 
Census  Bureau  special  census  count  of 
50,000  or  more  population,  or  a 
population  estimate  of  50,000  or  more 
for  two  consecutive  years  from  the 
Census  Bureau’s  Population  Estimates 
Program,  or 

(2)  A  Census  Bureau  special  census 
results  in  the  delineation  of  a  new 
urbanized  area  of  50,000  population  or 
more  that  is  outside  of  any  existing 
Metropolitan  Statistical  Area. 

(d)  Outlying  counties  of  CBSAs  that 
qualify  after  the  first  delineation  (in 
2013)  will  qualify,  according  to  the 
criteria  in  Section  3  above,  on  the  basis 
of  American  Community  Survey  5-year 
commuting  estimates. 

(e)  The  Office  of  Management  and 
Budget  will  review  the  delineations  of 
all  exi.sting  CBSAs  and  related  statistical 
areas  in  2018  usirig  2011-2015  5-year 
commuting  and  employment  estimates 
from  the  Census  Bureau’s  American 
Community  Survey.  The  urbanized 
areas  and  urban  clusters  used  in  these 
delineations  will  be  those  based  on  2010 
Census  data  or  subsequent  special 
censuses  for  which  urban  areas  are 
created.  The  central  counties  of  CBSAs 
identified  on  the  basis  of  a  2010  Census 
population  count,  or  on  the  basis  of 
population  estimates  from  the  Census 
Bureau’s  Population  Estimates  Program 
or  a  special  census  count  ip  the  case  of 
postcensally  delineated  areas,  will 
constitute  the  central  counties  for 
purposes  of  the  these  area  delineations. 
New  CBSAs  will  be  designated  in  2018 
on  the  basis  of  Census  Bureau  special 
census  counts  or  population  estimates 
as  described  above  in  Sections  10(b)  and 
10(c);  outlying  county  qualification  will 
be  based  on  5-y'ear  commuting  estimates 
from  the  American  Community  Survey. 

(f)  Other  aspects  of  the  Metropolitan 
and  Metropolitan  Statistical  Area  and 
related  statistical  area  delineations  are 
not  subject  to  change  between  decennial 
censuses. 

Section  11.  Definitions  of  Key  Terms 

Census  designated  place — A 
statistical  geographic  entity  that  is 
analogous  to  an  incorporated  place, 
delineated  for  the  decennial  census. 


consisting  of  a -locally  recognized, 
unincorporated  concentration  of 
population  that  is  identified  by  narne. 

Central  county — The  county  or 
counties  of  a  Core  Based  Statistical  Area 
containing  a  substantial  portion  of  an 
urbanized  area  or  urban  cluster  or  both, 
and  to  and  from  which  commuting  is 
measured  to  determine  qualification  of 
outlying  counties. 

Combined  Statistical  Area — A 
geographic  entity  consisting  of  two  or 
more  adjacent  Core  Based  Statistical 
Areas  with  employment  interchange 
measures  of  at  least  15. 

Core — A  densely  settled  concentration 
of  population,  comprising  either  an  ' 
urbanized  area  (of  50,000  or  more 
population)  or  an  urban  cluster  (of 
10,000  to  49,999  population)  delineated 
by  the  Census  Bureau,  around  which  a 
Core  Based  Statistical  Area  is 
delineated. 

Core  Based  Statistical  Area  (CBSA) — 
A  statistical  geographic  entity  consisting 
of  the  county  or  counties  associated 
with  at  least  one  core  (urbanized  area  or 
urban  cluster)  of  at  least  10,000 
population,  plus  adjacent  counties 
having  a  high  degree  of  social  and 
economic  integration  with  the  core  as 
measured  through  commuting  ties  with 
the  counties  containing  the  core. 
Metropolitan  and  Micropolitan 
Statistical  Areas  are  the  two  categories 
of  Core  Based  Statistical  Areas. 

Delineation — The  establishment  of  the 
boundary  of  a  statistical  area,  or  the 
boundary  that  results. 

Employment  interchange  measure — A 
measure  of  ties  between  two  adjacent 
entities.  The  employment  interchange 
measure  is  the  sum  of  the  percentage  of 
workers  living  in  the  smaller  entity  who 
work  in  the  larger  entity  and  the 
percentage  of  employment  in  the 
smaller  entity  that  is  accounted  for  by 
workers  who  reside  in  the  larger  entity. 

Geographic  building  block — The 
geographic  unit,  such  as  a  county,  that 
constitutes  the  basic  geographic 
component  of  a  statistical  area.- 

Main  city  or  town — A  city  or  town 
that  acts  as  an  employment  center 
within  a  New  England  City  and  Town 
Area  that  has  a  core  with  a  population 
of  at  least  2.5  million.  A  main  city  or 
town  serves  as  the  basis  for  delineating 
a  New  England  City  and  Town  Area 
Division. 

Main  county — A  county  that  acts  as 
an  employment  center  within  a  Core 
Based  Statistical  Area  that  has  a  core 
with  a  population  of  at  least  2.5  million. 
A  main  county  serves  as  the  basis  for 
delineating  a  Metropolitan  Division. 

Metropolitan  Division — A  county  or 
group  of  counties  within  a  Core  Based 
Statistical  Area  that  contains  an 
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urbanized  area  with  a  population  of  at 
least  2.5  million.  A  Metropolitan 
Division  consists  of  one  or  more  main/ 
secondary'  counties  that  represent  an 
employment  center  or  centers,  plus 
adjacent  counties  associated  with  the 
main/ secondary'  county  or  counties 
through  commuting  ties. 

Metropolitan  Statistical  Area — A  Core 
Based  Statistical  Area  associated  with  at 
least  one  urbanized  area  that  has  a 
population  of  at  least  50,000.  The 
Metropolitan  Statistical  Area  comprises 
the  central  county  or  counties 
containing  the  core,  plus  adjacent 
outlying  counties  having  a  high  degree 
of  social  and  economic  integration  with 
the  central  county  or  counties  as 
measured  through  commuting. 

Micropolitan  Statistical  Area — A  Core 
Based  Statistical  Area  associated  with  at 
least  one  urban  cluster  that  has  a 
population  of  at  least  10.000,  but  less 
than  50,000,  The  Micropolitan 
Statistical  Area  comprises  the  central 
county  or  counties  containing  the  core, 
plus  adjacent  outlying  counties  having  a 
high  degree  of  social  and  economic 
integration  with  the  central  county  or 
counties  as  measured  through 
commuting. 

New  England  City  and  Town  Area 
(NECTA) — A  statistical  geographic 
entity  that  is  delineated  using  cities  and 


towns  as  building  blocks  and  that  is 
conceptually  similar  to  the  Core  Based 
Statistical  Areas  in  New  England  (which 
are  delineated  using  counties  as 
building  blocks). 

New  England  Cit}'  and  Town  Area 
(NECT A)  Division — A  city  or  town  or 
group  of  cities  and  towns  within  a 
NECTA  that  contains  an  urbanized  area 
with  a  population  of  at  least  2.5  million. 
A  NECTA  Division  consists  of  a  main 
city  or  town  that  represents  an 
employment  center,  plus  adjacent  cities 
and  towns  associated  with  the  main  city 
or  town,  or  with  other  cities  and  towns 
that  are  in  turn  associated  with  the  main 
city  or  town,  through  commuting  ties. 

Outlying  county — A  county  that 
qualifies  for  inclusion  in  a  Core  Based 
Statistical  Area  on  the  basis  of 
commuting  ties  with  the  Core  Based 
Statistical  Area’s  central  county  or 
counties. 

Outside  Core  Based  Statistical 
Areas — Counties  that  do  not  qualify  for 
inclusion  in  a  Core  Based  Statistical 
Area. 

Principal  City — The  largest  city  of  a 
Core  Based  Statistical  Area,  plus 
additional  cities  that  meet  specified 
statistical  criteria. 

Secondary  county — A  county  that  acts 
as  an  employment  center  in 
combination  with  a  main  countv  or 


another  secondary  county  within  a  Core 
Based  Statistical  Area  that  has  a  core 
with  a  population  of  at  least*  2.5  million. 
A  secondary  county  may  serve  as  the 
basis  for  delineating  a  Metropolitan 
Division,  but  only  when  combined  with 
a  main  county  or  another  secondary 
county. 

Urban  area — The  term  used  by  the 
Census  Bureau  to  refer  collectively  to 
urbanized  areas  and  urban  clusters. 

Urban  cluster — A  statistical 
geographic  entity  delineated  by  the 
Census  Bureau,  consisting  of  densely 
settled  census  tracts  and  blocks  and 
adjacent  densely  settled  territory  that 
together  contain  at  least  2,500  people. 
For  purposes  of  delineating  Core  Based 
Statistical  Areas,  only  those  urban 
clusters  of  10,000  more  population  are 
considered. 

Urbanized  area — A  statistical 
geographic  entity  delineated  by  the 
Census  Bureau,  consisting  of  densely 
settled  census  tracts  and  blocks  and 
adjacent  densely  settled  territory  that 
together  contain  at  least  50,000  people. 

Cass  R.  Sunstein, 

Administrator,  Office  of  Information  and 
Regulator}'  Affairs. 

[FR  Doc.  2010-15605  Filed  6-25-10;  8:45  am) 
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NATIONAL  ARCHIVES  AND  RECORDS 
ADMINISTRATION 

Information  Security  Oversight  Office 

32  CFR  Parts  2001  and  2003 
[FDMS  Docket  ISOO-1 0-0001] 

R1N  3095-AB63 

Classified  National  Security 
Information 

agency:  Information  Security  Oversight 
Office  (ISOO),  National  Archives  and 
Records  Administration  (NARA). 

ACTION:  Implementing  directive:  final 
rule. 

SUMMARY:  The  Information  Security 
Oversight  Office  (ISOO),  National 
Archives  and  Records  Administration 
(NARA),  is  publishing  this  Directive  as 
a  final  rule  and  pursuant  to  Executive 
Order  13526  (hereafter  the  Order), 
relating  to  classified  national  securitj' 
information.  The  Executive  order 
prescribes  a  uniform  system  for 
classifying,  safeguarding,  and 
declassifying  national  Security 
information.  It  also  establishes  a 
monitoring  system  to  enhance  its 
effectiveness.  This  Directive  sets  forth 
guidaiice  to  agencies  on  original  and 
derivative  classification,  downgrading, 
declassification,  and  safeguarding  of 
classified  national  security  information. 
DATES:  Effective  Date:  June  25,  2010. 

FOR  FURTHER  INFORMATION  CONTACT: 

William  J.  Bosanko,  Director, 

Information  Security  Oversight  Office, 
at  202-357-5250. 

SUPPLEMENTARY  INFORMATION:  This  final 
rule  is  issued  pursuant  to  the  provisions 
of  5.1(a)  and  (b)  of  Executive  Order 
13526,  issued  December  29,  2009,  and 
published  January  5,  2010  (75  FR  707), 
and  amends  32  CFR  part  2001  published 
on  September  22,  2003  (68  FR  55168). 
The  purpose  of  this  Directive  is  to  assist 
in  implementing  the  Order;  users  of  the 
Directive  shall  refer  concurrently  to  that 
Order  for  guidance.  As  of  November  17, 
1995,  ISOO  jjecame  a  peut  of  the 
National  Archives.  The  Archivist  of  the 
United  States  (the  Archivist)  delegated 
the  implementation  and  monitoring 
functions  of  this  program  to  the  Director 
of  ISOO.  The  drafting,  coordination,  and 
issuance  of  this  Directive  fulfills  one  of 
the  responsibilities  of  the 
implementation  delegated  to  the 
Director  of  ISOO. 

This  rule  is  being  issued  as  a  final 
rule  without  prior  notice  of  proposed 
rulemaking  as  allowed  by  tbe 
Administrative  Procedure  Act,  5  U.S.C. 
553(b)(3)(A)  for  rules  of  agency 
procedure  and  interpretation.  The 


interpretive  guidance  contained  in  this 
rule  will  assist  agencies  in 
implementing  Executive  Order  13526, 
which  was  issued  6n  December  29, 

2009.  NARA  has  also  determined  that 
delaying  the  effective  date  for  30  days 
is  unnecessary  as  this  rule  updates  the 
existing  Directive  implementing 
Executive  Order  12958,  as  amended. 
Moreover,  since  Executive  Order  13526 
becomes  effective  on  June  27,  2010, 
Federal  agencies  will  benefit 
immediately  by  having  uj>-to-date  ISOO 
guidance,  and  any  delay  in  the  effective 
date  would  hinder  agency  procedure 
and  be  contrary  to  the  public  interest. 

Regulatory  Impact 
This  rule  is  not  a  significant 
regulatory  action  for  the  purposes  of 
Executive  Order  12866.  This  rule  is  not 
a  major  rule  as  defined  in  5  U.S.C. 
Chapter  8,  Congressional  Review  of 
Agency  Rulemaking.  As  required  by  the 
Regulatory  Flexibility  Act,  we  certify 
that  this  rule  will  not  have  a  significant 
impact  on  a  substantial  number  of  small 
entities  because  it  applies  only  to 
Federal  agencies. 

List  of  Subjects  in  32  CFR  Parts  2001 
and  2003 

Archives  and  records.  Authority 
delegations  (Government  agencies). 
Classified  information.  Executive 
orders.  Freedom  of  Information, 
Information,  Intelligence,  National 
defense.  National  security  information, 
Presidential  documents.  Security 
information.  Security  measures. 
Standard  Forms. 

■  For  the  reasons  set  forth  in  the 
preamble,  the  Information  Security 
Oversight  Office,  NARA,  is  amending  32 
CFR  Chapter  XX  as  follows: 

■  1.  Title  32  of  the  Code  of  Federal 
Regulations,  part  2001,  is  revised  to  read 
as  follows: 

PART  2001— CLASSIFIED  NATIONAL 
SECURITY  INFORMATION 

Subpart  A — Scope  of  Part 

Sec. 

2001.1  Purpose  and  scope. 

Subpart  B — Classification 

2001.10  Classification  standards. 

2001.11  Original  classification  authority. 

2001.12  Duration  of  classification. 

2001.13  Classification  prohibitions  and 
limitations. 

2001.14  Classification  challenges. 

2001.15  Classification  guides. 

2001.16  Fundamental  classification 
guidance  review. 

Subpart  C — Identification  and  Markings 

2001.20  General. 

2001.21  Original  classification. 

2001.22  Derivative  classification. 


2001.23  Classification  marking  in  the 
electronic  environment. 

2001.24  Additional  requirements. 

2001.25  Declassification  markings. 

2001.26  Automatic  declassification 
exemption  markings. 

Subpart  D — Declassification 

2001.30  Automatic  declassification. 

2001.31  Systematic  declassification  review. 

2001.32  Declassification  guides. 

2001.33  Mandatory  review  for 
declassification. 

2001.34  Referrals. 

2001.35  Discretionary  declassification. 

2001.36  Classified  information  in  the 
custody  of  private  organizations  or 
individuals. 

2001.37  Assistance  to  the  Department  of 
State. 

Subpart  E — Safeguarding 

2001.40  General. 

2001.41  Responsibilities  of  holders. 

2001.42  Standards  for  security  equipment. 

2001.43  Storage. 

2001.44  Reciprocity  of  use  and  inspection 
of  facilities. 

2001.45  Information  controls. 

2001.46  Transmission. 

2001.47  Destruction. 

2001.48  Loss,  possible  compromise,  or 
unauthorized  disclosure. 

2001.49  Special  access  programs. 

2001.50  Telecommunications,  automated 
information  systems,  and  network 
security. 

2001.51  Technical  security. 

2001.52  Emergency  authority. 

2001.53  Open  storage  areas. 

2001.54  Foreign  government  information. 

2001.55  Foreign  disclosure  of  classified 
information. 

Subpart  F — Self-Inspections 

2001.60  General. 

Subpart  G — Security  Education  and 
Training 

2001.70  General.  ‘ 

2001.71  Coverage. 

Subpart  H — Standard  Forms 

2001.80  Prescribed  standard  forms. 

Subpart  I — Reporting  and  Definitions 

2001.90  Agency  annual  reporting 
requirements. 

2001.91  Other  agency  reporting 
requirements. 

2001.92  Definitions. 

Authority:  Sections  5.1(a)  and  (b),  E.O. 
13526,  (75  FR  707,  January  5,  2010). 

Subpart  A — Scope  of  Part 

§  2001 .1  Purpose  and  scope. 

(a)  This  part  is  issued  under  Executive 
Order.  (E.O.)  13526,  Classified  National ' 
Security  Information  (the  Order). 

Section  5  of  the  Order  provides  that  the 
Director  of  the  Information  Security 
Oversight  Office  (ISOO)  shall  develop 
and  issue  such  directives  as  are 
necessary  to  implement  the  Order. 
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(b)  The  Order  provides  that  these 
directives  are  binding  on  agencies. 
Section  6.1(a)  of  the  Order  defines 
“agency”  to  mean  any  “Executive 
agencj^’  as  defined  in  5  U.S.C.  105;  any 


“Military  department”  as  defined  in  5 
U.S.C.  102;  and  any  other  entity  within 
the  executive  branch  that  comes  into  the 
possession  of  classified  information. 


(c)  For  the  convenience  of  the  user, 
the  following  table  provides  references 
between  the  sections  contained  in  this 
part  and  the  relevant  sections  of  the 
Order. 


CFR  section 


Related  section  of  E.O.  13526 


2001.10  Classification  standards  . . 

2001.11  Original  classification  authority  . . 

2001.12  Duration  of  classification  . 

2001.13  Classification  prohibitions  and  limitations  . . . . . 

2001.14  Classification  challenges . 

2001.15  Classification  guides  . . . 

2001.16  Fundamental  classification  guidance  review  . 

2001 .20  General  . ; . ‘ . . . 

2001.21  Original  classification  . : . . 

2001 .22  Qerivative  classification . 

2001.23  Classification  rharking  in  the  electronic  environment  . ; . 

2001 .24  Additional  requirements  . . . 

2001 .25  Declassification  markings  . . 

2001 .26  Automatic  declassification  exemption  markings  . 

2001 .30  Automatic  declassification . 

2001 .31  Systematic  declassification  review . 

2001 .32  Declassification  guides  . . . 

2001 .33  Mandatory  review  for  declassification . . . 

2001.34  Referrals . . . . . . 

2001.35  Discretionary  declassification . ? . 

2001 .36  Classified  information  in  the  custody  of  private  organizations  or  individuals  . 

2001 .37  Assistance  to  the  Department  of.  State . . . 

2001 .40  General  . 

2001.41  Responsibilities  of  holders  . . . . 

2001 .42  Standards  for  security  equipment  . . 

2001 .43  Storage . 

2001 .44  Reciprocity  of  use  and  inspection  of  facilities . 

2001 .45  Information  controls  . . . • . 

2001.46  Transmission  . . 

2001 .47  Destruction  . 

2001 .48  Loss,  possible  compromise,  or  unauthorized  disclosure . 

2001 .49  Special  access  programs . .-. . 

2001.50  Telecommunications,  automated  information  systems,  and  network  security 

2001.51  Technical  security  . 

2001 .52  Emergency  authority  . . '. . 

2001 .53  Open  storage  areas  . 

2001 .54  Foreign  government  information  . 

2001 .55  Foreign  disclosure  of  classified  information . . 

2001 .60  Self-Inspections,  General . . ; . 

2001.70  Security  Education  and  Training,  General . 

2001.71  Coverage . . . . . 

2001 .80  Prescribed  standard  forms . . 

2001 .90  Agency  annual  reporting  requirements . -. . 

2001.91  Other  agency  reporting  requirements  . . 

2001 .92  Definitions  . 


1.1,  1.4 
1.3 

1.5 

1.7 

1.8 
2.2 
1.9 

1.6 


1.6(a) 

2.1 

1.6 

1.6 

1.5,  1.6,  3.3 
3.3 


3.3,  3.7 
3.4 

3.3,  3.7 
3.5,  3.6 
3.3,  3.6,  3.7 
3.1 


none 

none 

4.1 

4.1 

4.1 

4.1 

4.1 

4.1, 4.2 
4.1,  4.2 
4.1,  4.2 
4.1,  4.2 

4.3 

4.1,  4.2 

4.1 

4.2 
4.1 

4.1 

4.1(i)(2) 

5.4 
5.4 

1.3(d),  2.1(d),^3.7(b),  4.1(b),  5.4(d)(3) 
5.2(b)(7) 

1.3(c),  5.2(b)(4),  5.4(d)(4),  5.4(d)(8) 
1.3(d),  1.7(c)(3),  1.9(d),  2.1(d),  5.5 

6.1 


Subpart  B — Classification 

§  2001 .1 0  Classification  standards. 

Identifying  or  describing  damage  to 
the  national  security.  Section  1.1(a)  of 
the  Order  specifies  the  conditions  that 
must  be  met  when  making  classification 
decisions.  Section  1.4  specifies  that 
information  shall  not  be  considered  for 
classification  unless  its  unauthorized 
disclosure  could  reasonably  be  expected 
to  cause  identifiable  or  describable 
damage  to  the  national  security.  There 
is  no  requirement,  at  the  time  of  the 
decision,  for  the^original  classification 
authority  to  prepare  a  written 
description  of  such  damage.  However, 
the  original  classification  authority  must 


be  able  to  support  the  decision  in 
writing,  including  identifying  or 
describing  the  damage,  should  the 
classification  decision  become  the 
subject  of  a  challenge  or  access  demand 
pursuant  to  the  Order  or  law. 

§  2001.1 1  Original  classification  authority. 

(a)  General.  Agencies  shall  establish  a 
training  program  for  original  classifiers 
in  accordance  with  subpart  G  of  this 
part. 

(b)  Requests  for  original  classification 
authority.  Agencies  not  possessing  such 
authority  shall  forward  requests  to  the 
birector  of  ISOO.  The  agency  head  must 
make  the  request  and  shall  provide  a 
specific  justification  of  the  need  for  this 


authority.  The  Director  of  ISOO  shall 
forward  the  request,  along  with  the 
Director’s  recommendation,  to  the 
President  through  the  National  Security 
Advisor  within  30  days.  Agencies 
wishing  to  increase  tbeir  assigned  level 
of  original  classification  authority  shall 
forward  requests  in  accordance  with  the 
procedures  of  this  paragraph. 

(c)  Reporting  delegations  of  original  . 
classification  authority.  All  delegations 
of  original  classification  authority  shall 
be  reported  to  the  Director  of  ISOO.  This 
can  be  accomplished  by  an  initial 
submission  followed  by  updates  on  a 
frequency  determined  by  the  senior 
agency  official,  but  at  least  annually. 
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§  2001 .12  Duration  of  classification. 

(a)  Determining  duration  of 
classification  for  information  originally 
classified  under  the  Order — (1) 
Establishing  duration  of  classification. 
Except  for  information  that  should 
clearly  and  demonstrably  be  expected  to 
reveal  the  identity  of  a  confidential 
human  source  or  a  human  intelligence 
source  or  key  design  concepts  of 
weapons  of  mass  destruction,  an 
original  classification  authority  shall 
follow  the  sequence  listed  in  paragraphs 
(a)(l)(i),  (ii),  and  (iii)  of  this  section 
when  determining  the  duration  of 
classification  for  information  originally 
classified  under  this  Order. 

(1)  The  original  classification 
authority  shall  attempt  to  determine  a 
date  or  event  that  is  less  than  10  years 
from  the  date  of  original  classification 
and  which  coincides  with  the  lapse  of 
the  information’s  national  security 
sensitivity,  and  shall  assign  such  date  or 
event  as  the  declassification  instruction. 

(ii)  If  unable  to  determine  a  date  or 
event  of  less  than  10  years,  the  original 
classification  authority  shall  ordinarily 
assign  a  declassification  datelhat  is  10 
years  from  the  date  of  the  original 
classification  decision. 

(iii)  If  unable  to  determine  a  date  or 
event  of  10  years,  the  original 
classification  authority  shall  assign  a 
declassification  date  not  to  exceed  25 
years  from  the  date  of  the  original 
classification  decision. 

(2)  Duration  of  classification  of 
special  categories  of  information.  The 
only  exceptions  to  the  sequence  in 
paragraph  (a)(1)  of  this  section  are  as 
follows: 

(i)  If  an  original  classification 
authority  is  classifying  information  that 
should  clearly  and  demonstrably  be 
expected  to  reveal  the  identity  of  a 
confidential  human  source  or  a  human 
intelligence  source,  the  duration  shall 
be  up  to  75  years  and  shall  be 
designated  with  the  followdng  marking, 
“50X1-UUM:’’  or 

(ii)  If  an  original  classification 
authority  is  classifying  information  that 
should  clearly  and  demonstrably  be 
expected  to  reveal  key  design  concepts 
of  weapons  of  mass  destruction,  the 
duration  shall  be  up  to  75  years  and 
shall  be  designated  with  the  following 
marking,  “50X2-\VMD.” 

(b)  Extending  duration  of 
classification  for  information  classified 
under  the  Order.  Extensions  of 
classification  are  not  automatic.  If  an 
original  classification  authority  with 
jurisdiction  over  the  information  does 
not  extend  the  classification  of 
information  assigned  a  date  or  event  for 
declassification,  the  information  is 


automatically  declassified  upon  the 
occurrence  of  the  date  or  event. 

(1)  If  the  date  or  event  assigned  by  the 
original  classification  authority  has  not 
passed,  an  original  .classification 
authority  with  jurisdiction  over  the 
information  may  extend  the 
classification  duration  of  such 
information  for  a  period  not  to  exceed 
25  years  from  the  date  of  origin  of  the 
record. 

(2)  If  the  date  or  event  assigned  by  the 
original  classification  authority  has 
passed,  an  original  classification 
authority  with  jurisdiction  over  the 
information  may  reclassify  the 
information  in  accordance  with  the 
Order  and  this  Directive  only  if  it  meets 
the  standards  for  classification  under 
sections  1.1  and  1.5  of  the  Order  as  well 
as  section  3.3  of  the  Order,  if 
appropriate. 

(3)  In  all  cases,  when  extending  the 
duration  of  classification,  the  original 
classification  authority  must: 

(i)  Be  an  original  classification 
authority  with  jurisdiction  over  the 
information: 

(ii)  Ensure  that  the  information 
continues  to  meet  the  standards  for 
classification  under  the  Order:  and 

(iii)  Make  reasonable  attempts  to 

notify  all  known  holders  of  the 
information.  * 

(c)  Duration  of  information  classified 
under  prior  orders — (1)  Specific  date  or 
event.  Unless  declassified  earlier, 
information  marked  with  a  specific  date 
or  event  for  declassification  under  a 
prior  order  is  automatically  declassified 
upon  that  date  or  event.  If  the  specific 
date  or  event  has  not  passed,  an  original 
classification  authority  with  jurisdiction 
over  the  information  may  extend  the 
duration  in  accordance  with  the 
requirements  of  paragraph  (b)  of  this 
section.  If  the  date  or  event  assigned  by 
the  original  classification  authority  has 
passed,  an  original  classification 
authority  with  jurisdiction  over  the 
information  may  only  reclassify 
information  in  accordance  with  the 
standards  and  procedures  under  the 
Order  and  this  Directive.  If  the 
information  is  contained  in  records 
determined  to  be  permanently  valuable, 
and  the  prescribed  date  or  event  will 
take  place  more  than  25  years  from  the 
date  of  origin  of  the  document,  the 
declassification  of  the  information  will 
instead  be  subject  to  section  3.3  of  the 
Order. 

(2)  Indefinite  duration  of 
classification.  For  information  marked 
with  XI,  X2,  X3,  X4,  X5,  X6,  X7,  or  X8: 
“Originating  Agency’s  Determination 
Required”  or  its  acronym  “OADR,” 
“Manual  Review”  or  its  acronym  “MR:” 
“DCI  Only:”  “DNI  Only:”  and  any  other 


marking  indicating  an  indefinite 
duration  of  classification  under  a  prior 
order:  or  in  those  cases  where  a 
document  is  missing  a  required 
declassification  instruction  or  the 
instruction  is  not  complete: 

(i)  A  declassification  authority,  as 
defined  in  section  3.1(b)  of  the  Order, 
may  declassify  it: 

(ii)  An  original  classification  authority 
with  jurisdiction  over  the  information 
may  re-mark  the  information  to 
establish  a  duration  of  classification  of 
no  more  than  25  years  from  the  date  of 
origin  of  the  document,  consistent  with 
the  requirements  for  information 
originally  classified  under  the  Order,  as 
provided  in  paragraph  (a)  of  this 
section:  or 

(iii)  Unless  declassified  earlier,  such 
information  contained  in  records 
determined  to  be  permanently  valuable 
shall  remain  classified  for  25  years  fi:om 
the  date  of  its  origin,  at  which  time  it 
will  be  subject  to  section  3.3  of  the 
Order. 

(3)  Release  of  imagery  acquired  by  . 
space-based  intelligence  reconnaissance 
systems.  The  duration  of  classification 
of  imagery  as  defined  in  E.O.  12951, 
Release  of  Imagery  Acquired  by  Space- 
Rased  Intelligence  Reconnaissance 
Systems,  that  is  otherwise  marked  with 
an  indefinite  duration,  such  as  “DCI 
Only”  or  “DNI  Only,”  shall  be 
established  by  the  Director  of  National 
Intelligence  in  accordance  with  E.O. 
12951  and  consistent  with  E.O.  13526. 
Any  such  information  shall  be  remarked 
in  accordance  with  instructions 
prescribed  by  the  Director  of  National 
Intelligence. 

§  2001 .1 3  Classification  prohibitions  and 
limitations. 

(a)  Declassification  vx'itbout  proper 
authority.  Classified  information  that 
has  been  declassified  without  proper 
authority,  as  determined  by  an  original 
classification  authority  with  jurisdiction 
over  the  information,  remains  classified 
and  administrative  action  shall  be  taken 
to  restore  markings  and  controls,  as 
appropriate.  All  such  determinations 
shall  be  reported  to  the  senior  agency 
official  who  shall  promptly  provide  a 
written  report  to  the  Director  of  ISOO. 

(1)  If  the  information  at  issue  is  in 
records  in  the  physical  and  legal 
custody  of  the  National  Archives  and 
Records  Administration  (NARA)  and 
has  been  made  available  to  the  public, 
the  original  classification  authority  with 
jurisdiction  over  the  information  shall, 
as  part  of  determining  whether  the 
restoration  of  markings  and  controls  is 
appropriate,  consider  whether  the 
removal  of  the  information  from  public 
purview  will  significantly  mitigate  the 
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harm  to  national  security  or  otherwise 
draw  undue  attention  to  the  information 
at  issue.  Written  notification,  classified 
when  appropriate  under  the  Order,  shall 
be  made  to  the  Archivist,  which  shall 
include  a  description  of  the  record(s)  at 
issue,  the  elements  of  information  that 
are  classified,  the  duration  of 
classification,  and  the  specific  authority 
for  continued  classification.  If  the 
information  at  issue  is  more  than  25 
years  of  age  and  the  Archivist  does  not 
agree  with  the  decision,  the  information 
shall  nonetheless  be  temporarily 
withdrawn  fi-om  public  access  and  shall 
be  referred  to  the  Director  of  ISOO  for 
resolution  in  collaboration  with  affected 
parties. 

(b)  Reclassification  after 
declassification  and  release  to  the 
public  under  proper  authority.  In 
making  the  decision  to  reclassify 
information  that  has  been  declassified 
and  released  to  the  public  under  proper 
authority,  the  agency  head  must 
approve,  in  writing,  a  determination  on 
a  document-by-document  basis  that  the 
reclassification  is  required  to  prevent 
significant  and  demonstrable  damage  to 
the  national  security.  As  part  of  making 
such  a  determination,  the  following 
shall  apply:  " 

(1)  Tne  information  must  be 
reasonably  recoverable  without  bringing 
undue  attention  to  the  information 
which  means  that: 

(1)  Most  individual  recipients  or 
holders  are  known  and  can  be  contacted 
and  all  instances  of  the  information  to 
be  reclassified  will  not  be  more  widely 
disseminated; 

(ii)  If  the  information  has  been  made 
availably  to  the  public  via  a  means  .such 
as  Government  archives  or  reading 
room,  consideration  is  given  to  length  of 
time  the  record  has  been  available  to  the 
public,  the  extent  to  which  the  record 
has  been  accessed  for  research,  and  the 
extent  to  which  the  record  and/or 
classified  information  at  issue  has  been 
copied,  referenced,  or  publicized;  and 

(iii)  If  the  information  has  been  made 
available  to  the  public  via  electronic 
means  such  as  the  internet, 
consideration  is  given  as  to  the  number 
of  times  the  information  was  accessed, 
the  form  of  access,  and  whether  the 
information  at  issue  has  been  copied, 
referenced,  or  publicized. 

(2)  If  the  reclassification  concerns  a 
record  in  the  physical  custody  of  NARA 
and  has  been  available  for  public  use, 
reclassification  requires  notification  to 
the  Archivist  and  approval  by  tbe 
Director  of  ISOO. 

(3)  Any  recipieitts  or  holders  of  the 
reclassified  information  who  have 
current  security  clearances  shall  be 
appropriately  briefed  about  their 


continuing  legal  obligations  and 
responsibilities  to  protect  this 
information  from  unauthorized 
disclosure.  The  recipients  or  holders 
who  do  not  have  security  clearances 
shall,  to  the  extent  practicable,  be 
appropriately  briefed  about  the 
reclassification  of  the  information  that 
they  have  had  access  to,  their  obligation 
not  to  disclose  the  information,  and  be 
requested  to  sign  an  acknowledgement 
of  this  briefing. 

(4)  The  reclassified  information  must 
be  appropriately  marked  in  accordance 
with  section  2001.24(1)  and  safeguarded. 
The  markings  should  include  the 
authority  for  and  the  date  of  the 
reclassification  action. 

(5)  Once  the  reclassification  action 
has  occurred,  it  must  be  reported  to  the 
National  Security  Advisor  and  to  the 
Director  of  ISOO  by  tbe  agency  head  or 
‘senior  agency  official  within  30  days. 
The  notification  must  include  details 
concerning  paragraphs  (b)(1)  and  (3)  of 
this  section. 

(c)  Classification  by  compilation.  A 
determination  that  information  is 
classified  through  the  compilation  of 
unclassified  information  is  a  derivative 
classification  action  based  upon  existing 
original  classification  guidance.  If  the 
compilation  of  unclassified  information 
reveals  a  new  aspect  of  information  that 
meets  the  criteria  for  classification,  it 
shall  bp  referred  to  an  original 
classification  authority  with  jurisdiction 
over  the  information  to  make  an  original 
classification  decision. 

§  2001 .1 4  Classification  challenges. 

(a)  Challenging  classification. 
Authorized  holders,  including 
authorized  holders  outside  the 
classifying  agency,  who  want  to 
challenge  the  classification  status  of 
information  shall  present  such 
challenges  to  an  original  classification 
authority  with  jurisdiction  over  the 
information.  An  authorized  holder  is 
any  individual  who  has  been  granted 
access  to  specific  classified  information 
in  accordance  with  the  provisions  of  the 
Order  to  include  the  special  conditions 
set  forth  in  section  4.1(h)  of  the  Order. 

A  formal  challenge  under  this  provision 
must  be  in  writing,  but  need  not  be  any 
more  specific  than  to  question  why 
information  is  or  is  not  classified,  or  is 
classified  at  a  certain  level. 

(b)  Agency  procedures.  (1)  Because 
the  Order  encourages  authorized 
holders  to  challenge  classification  as  a 
means  for  promoting  proper  and 
thoughtful  classification  actions, 
agencies  shall  ensure  that  no  retribution 
is  taken  against  any  authorized  holders 
bringing  such  a  challenge  in  good  faith. 


(2) ,  Agencies  shall  establish  a  system 
for  processing,  tracking  and  recording 
formal  classification  challenges  made  by 
authorized  holders.  Agencies  shall 
consider  classification  challenges 
separately  from  Freedom  of  Information 
Act  or  other  access  requests,  and  shall 
not  process  such  challenges  in  turn  with 
pending  access  requests. 

(3)  The  agency  shall  provide  an  initial 
written  response  to  a  challenge  within 
60  days.  If  the  agency  is  unable  to 
respond  to  the  challenge  within  60  days, 
the  agency  must  acknowledge  the 
challenge  in  writing,  and  provide  a  date 
by  which  the  agency  will  respond.  The  ' 
acknowledgment  must  include  a 
statement  that  if  no  agency  response  is 
received  within  120  days,  the  challenger 
has  the  right  to  forward  the  challenge  to 
the  Interagency  Security  Classification 
Appeals  Panel  (Panel)  for  a  decision. 

The  challenger  may  also  forward  the 
challenge  to  the  Panel  if  an  agency  has 
not  responded  to  an  internal  appeal 
within  90  days  of  the  agency’s  receipt  of 
the  appeal.  Agency  responses  to  those 
challenges  it  denies  shall  include  the 
challenger’s  appeal  rights  to  the  Panel. 

(4)  Whenever  an  agency  receives  a 
classification  challenge  to  information 
that  has  been  the  subject  of  a  challenge 
within  the  past  two  years,  or  that  is  the 
subject  of  pending  litigation,  the  agency 
is  not  required  to  process  the  challenge 
beyond  informing  the  challenger  of  this 
fact  and  of  the  challenger’s  appeal 
rights,  if  any. 

(c)  Additional  considerations.  (1) 
Challengers  and  agencies  shall  attempt 
to  keep  all  challenges,  appeals  and 
responses  unclassified.  However, 
classified  information  contained  in  a 
challenge,  an  agency  response,  or  an 
appeal  shall  be  handled  and  protected 
in  accordance  with  the  Order  and  this 
Directive.  Information  being  challenged 
for  classification  shall  remain  classified 
unless  and  until  a  final  decision  is  made 
to  declassifv  it. 

(2)  The  classification  challenge 
provision  is  not  intended  to  prevent  an 
authorized  holder  from  informally 
questioning  the  classification  status  of 
particular  information.  Such  informal 
inquiries  should  be  encouraged  as  a 
means  of  holding  down  the  number  of 
formal  challenges  and  to  ensure  the 
integrity  of  the  classification  process. 

§2001.15  Classification  guides. 

(a)  Preparation  of  classification 
guides.  Originators  of  classification 
guides  are  encouraged  to  consult  users 
of  guides  for  input  when  developing  or 
updating  guides.  When  possible, 
originators  of  classification  guides  are 
encouraged  to  communicate  within 
their  agencies  and  with  other  agencies 
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that  are  developing  guidelines  for 
similar  activities  to  ensure  the 
consistency  and  uniformity  of 
classification  decisions.  Each  agency 
shall  maintain  a  list  of  its  classification 
guides  in  use. 

(b)  General  content  of  classification 
guides.  Classification  guides  shall,  at  a 
minimum: 

(1)  Identify  the  subject  matter  of  the 
classification  guide; 

(2)  Identify  the  original  classification 
authority  by  name  and  position,  or 
personal  identifier; 

(3)  Identify  an  agency  point-of-contact 
or  points-of-contact  for  questions 
regarding  the  classification  guide; 

(4)  Provide  the  date  of  issuance  or  last 
review; 

(5)  State  precisely  the  elements  of 
information  to  be  protected; 

(6)  State  which  classification  level 
applies  to  each  element  of  information, 
and,  when  useful,  specify  the  elements 
of  information  that  are  unclassified; 

(7)  State,  when  applicable,  special 
handling  caveats; 

(8)  State  a  concise  reason  for 
classification  which,  at  a  minimum, 
cites  the  applicable  classification 
category  or  categories  in  section  1.4  of 
the  Order;  and 

(9)  Prescribe  a  specific  date  or  event 
for  declassification,  the  marking  “50X1- 
HUM”  or  “50X2-VVMD”  as  appropriate, 
or  one  or  more  of  the  exemption  codes 
listed  in  2001.26(a)(2),  provided  that: 

(1)  The  exemption  has  been  approved 
by  the  Panel  under  section  3.3(j)  of  the 
Order; 

(ii)  The  Panel  is  notified  of  the  intent 
to  take  such  actions  for  specific 
information  in  advance  of  approval  and 
the  information  remains  in  active  use; 
and 

(iii)  The  exemption  code  is 
accompanied  with  a  declassification 
date  or  event  that  has  been  approved  by 
the  Panel. 

(c)  Dissemination  of  classification 
guides.  Classification  guides  shall  be 
disseminated  as  necessary  to  ensure  the 
proper  and  uniform  derivative 
classification  of  information. 

(d)  Reviewing  and  updating 
classification  guides.  (1)  Agencies  shall 
incorporate  original  classification 
decisions  into  classification  guides  as 
soon  as  practicable. 

(2)  Originators  of  classification  guides 
are  encouraged  to  consult  the  users  of 
guides  and  other  subject  matter  experts 
when  reviewing  or  updating  guides. 
Also,  users  of  classification  guides  are 
encouraged  to  notify  the  originator  of 
the  guide  when  they  acquire 
information  that  suggests  the  need  for 
change  in  the  instructions  contained  in 
the  guide. 


§2001.16  Fundamental  classification 
guidance  review. 

(a)  Performance  of  fundamental 
classification  guidance  reviews.  An 
initial  funaamental  classification 
guidance  review  shall  be  completed  by 
every  agency  with  original  classification 
authority  and  which  authors  security 
classification  guides  no  later  than  June 
27,  2012.  Agencies  shall  conduct 
fundamental  classification  guidance 
reviews  on  a  periodic  basis  thereafter. 

The  frequency  of  the  reviews  shall  be 
determined  by  each  agency  considering 
factors  such  as  the  number  of 
classification  guides  and  the  volume 
and  type  of  information  they  cover. 
However,  a  review  shall  be  conducted  at 
least  once  every  five  years. 

(b)  Coverage  of  reviews.  At  a 
minimum,  the  fundamental 
classification  guidance  review  shall 
focus  on: 

(1)  Evaluation  of  content. 

(1)  Determining  if  the  guidance 
conforms  to  current  operational  and 
technical  circumstances;  and 

(ii)  Determining  if  the  guidance  meets 
the  standards  for  classification  under 
section  1.4  of  the  Order  and  an 
assessment  of  likely  damage  under 
section  1.2  of  the  Order;  and 

(2)  Evaluation  of  use: 

(i)  Determining  if  the  dissemination 
and  availability  of  the  guidance  is 
appropriate,  timely,  and  effective;  and 

(ii)  An  examination  of  recent 
classification  decisions  that  focuses  on 
ensuring  that  classification  decisions 
reflect  the  intent  of  the  guidance  as  to 
what  is  classified,  the  appropriate  level, 
the  duration,  and  associated  markings. 

(c)  Participation  in  reviews.  .The 
agency  head  or  senior  agency  official 
shall  direct  the  conduct  of  a 
fundamental  classification  guidance 
review  and  shall  ensure  the  appropriate 
agency  subject  matter  experts 
participate  to  obtain  the  broadest 
possible  range  of  perspectives.  To  the 
extent  practicable,  input  should  also  be  • 
obtained  fi'om  external  subject  matter 
experts  and  external  users  of  the 
reviewing  agency’s  classification 
guidance  and  decisions. 

(d)  Reports  on  results.  Agency  heads 
shall  provide  a  detailed  report 
summarizing  the  results  of  each 
classification  guidance  review  to  ISOO 
and  release  an  unclassified  version  to 
the  public  except  when  the  existence  of 
the  guide  or  program*  is  itself  classified. 

Subpart  C — Identification  and 
Markings 

§2001.20  General. 

A  uniform  security  classification 
system  requires  that  standard  markings 


or  other  indicia  be  applied  to  classified 
information.  Except  in  extraordinary 
circumstances,  or  as  approved  by  the 
Director  of  ISOO,  the  marking  of 
classified  information  shall  not  deviate 
from  the  following  prescribed  formats.  If 
markings  cannot  be  affixed  to  specific 
classified  information  or  materials,  the 
originator  shall  provide  holders  or 
recipients  of  the  information  with 
written  instructions  for  protecting  the 
information.  Markings  shall  be 
uniformly  and  conspicuously  applied  to 
leave  no  doubt  about  the  classified 
status  of  the  information,  the  level  of 
protection  required,  and  the  duration  of 
classification. 

§2001.21  Original  classification. 

(a)  Primary  markings.  At  the  time  of 
original  classification,  the  following 
shall  be  indicated  in  a  nianner  that  is 
immediately  apparent: 

(1)  Classification  authority.  The  name 
and  position,  or  personal  identifier,  of 
the  original  classification  authority  shall 
appear  on  the  “Classified  By”  line.  An 
example  might  appear  as: 

Classified  By:  David  Smith.  Chief,  Division  5 

or 

Classified  By;  ID#IMNOl 

»  (2)  Agency  and  office  of  origin.  If  not 
otherwise  evident,  the  agency  and  office 
of  origin  shall  be  identified  and  follow 
the  name  on  the  “Classified  By”  line.  An 
example  might  appear  as: 

Classified  By:  David  Smith,  Chief,  Division  5, 

Department  of  Good  Works,  Office  of 

Administration. 

(3)  Reason  for  classification.  The 
original  classification  authority  shall 
identify  the  reason(s)  for  the  decision  to 
classify.  The  original  classification 
authority  shall  include  on  the  “Reason” 
line  the  number  1.4  plus  the  letter(s) 
that  corresponds  to  that  classification 
category  in  section  1.4  of  the  Order. 

(i)  These  categories,  as  they  appear  in 
the  Order,  are  as  follows: 

(A)  Military  plans,  weapons  systems, 
or  operations; 

(B)  Foreign  government  information; 

(C)  Intelligence  activities  (including 
covert  action),  intelligence  sources  or 
methods,  or  cryptology; 

(D)  Foreign  relations  or  foreign 
activities  of  the  United  States,  including 
confidential  sources; 

(E)  Scientific,  technological,  or 
economic  matters  relating  to  the 
national  security; 

(F)  United  States  Government 
programs  for  safeguarding  nuclear 
materials  or  facilities; 

(G)  Vulnerabilities  or  capabilities  of 
systems,  installations,  infrastructures, 
projects,  plans,  or  protection  services 
relating  to  the  national  security;  or 
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(H)  The  development,  production,  or 
use  of  weapons  of  mass  destruction. 

(ii)  An  example  might  appear  as: 

Classified  By:  David  Smith,  Chief,  Division  5, 
Department  of  Good  Works,  Office  of 
Administration  Reason:  1.4(g) 

(4)  Declassification  instructions.  The 
duration  of  the  original  classification 
decision  shall  be  placed  on  the 
“Declassify  On”  line.  When 
declassification  dates  are  displayed 
numerically,  the  following  format  shall 
be  used:  YYYYMMDD.  Events  must  be 
reasonably  definite  and  foreseeable.  The 
original  classification  authority  will 
apply  ope  of  the  following  instructions: 

(i)  A  date  or  event  for  declassification 
that  corresponds  to  the  lapse  of  the 
information’s  national  security 
sensitivity,  which  is  equal  to  or  less 
than  10  years  from  the  date  of  the 
original  decision.  The  duration  of 
classification  would  be  marked  as: 

Classified  By:  David  Smith,  Chief,  Division  5, 
Department  of  Good  Works,  Office  of  ’ 
Administration 
Reason:  1.4(g) 

Declassify  On:  20201014  or 
Declassify  On:  Completion  of  Operation 

(ii)  A  date  not  to  exceed  25  years  from 
the  date  of  the  original  decision.  For 
example,  on  a  document  that  contains 
information  classified  on  October  10, 
2010,  apply  a  date  up  to  25  years  on  the 
“Declassify  On”  line: 

Classified  By:  David  Smith,  Chief,  Division  5, 
Department  of  Good  Works,  Office  of 
Administration 
Reason:  1.4(g) 

Declassify  On:  20351010 

(iii)  If  the  classified  information 
should  clearly  and  demonstrably  be 
expected  to  reveal  the  identity  of  a 
confidential  human  source  or  a  human 
intelligence  source,  no  date  or  event  is 
required  and  the  marking  “50Xl-HUId” 
shall  be  used  in  the  “Declassify  On”  line; 
or 

(iv)  If  the  classified  information 
should  clearly  and  demonstrably  be 
expected  to  reveal  key  design  concepts 
of  weapons  of  mass  destruction,  no  date 
or  event  is  required  and  the  marking' 
“50X2-WMD”  shall  be  used  in  the 
“Declassify  On”  line. 

(b)  Overall  marking.  The  highest  level 
of  classification  is  determined  by  the 
highest  level  of  any  one  portion  within 
the  document  and  shall  appear  in  a  way 
that  will  distinguish  it  clearly  from  the 
informational  text. 

(1)  Conspicuously  place  the  overall 
classification  at  the  top  and  bottom  of 
the  outside  of  the  front  cover  (if  any),  on 
the  title  page  (if  any),  on  the  first  page, 
and  on  the  outside  of  the  back  cover  (if 
any). 


(2)  For  documents  containing 
information  classifi,ed  at  more  than  one 
level,  the  overall  marking  shall  be  the 
highest  level.  For  example,  if  a 
document  contains  some  information 
marked  “Secret”  and  other  information 
marked  “Confidential,”  the  overall 
marking  would  be  “Secret.” 

(3)  Each  interior  page  of  a  classified 
document  shall  be  marked  at  the  top 
and  bottom  either  with  the  highest  level 
of  classification  of  information 
contained  on  that  page,  including  the 
designation  “Unclassified”  when  it  is 
applicable,  or  with  the  highest  overall 
classification  of  the  document. 

(c)  Portion  marking.  Each  portion  of  a 
document,  ordinarily  a  paragraph,  but 
including  subjects,  titles,  graphics, 
tables,  charts,  bullet  statements,  sub- 
paragraphs,  classified  signature  blocks, 
bullets  and  other  portions  within  slide 
presentations,  and  the  like,  shall  be 
marked  to  indicate  which  portions  are 
classified  and  which  portions  are 
unclassified  by  placing  a  parenthetical 
symbol  immediately-preceding  the 
portion  to  which  it  applies. 

(1)  To  indicate  the  appropriate 
classification  level,  the  symbols  “(TS)” 
for  Top  Secret,  “(S)”  for  Secret,  and  “(C)” 
for  Confidential  will  be  used. 

(2)  Portions  which  do  not  meet  the 
standards  of  the  Order  for  classification 
shall  be  marked  with  “(U)”  for 
Unclassified. 

(3)  In  cases  where  portions  are 
segmented  such  as  paragraphs,  sub- 
paragraphs,  bullets,  and  sub-bullets  and 
the  classification  level  is  the  same 
throughout,  it  is  sufficient  to  put  only 
one  portion  marking  at  the  beginning  of 
the  main  paragraph  or  main  bullet.  If 
there  are  different  levels  of  classification 
among  these  segments,  then  all 
segments  shall  be  portion  marked 
separately  in  order  to  avoid  over¬ 
classification  of  any  one  segment.  If  the 
information  contained  in  a  sub- 
paragraph  or  sub-bullet  is  a  higher  level 
of  classification  than  its  parent 
paragraph  or  parent  bullet,  this  does  not 
make  the  parent  paragraph  or  parent 
bullet  classified  at  that  same  level.  Each 
portion  shall  reflect  the  classification 
level  of  that  individual  portion  and  not 
any  other  portions.  At  the  same  time, 
any  portion,  no  matter  what  its  status, 

is  still  capable  of  determining  the 
overall  classification  of  the  document. 

(d)  Dissemination  control  and 
handling  markings.  Many  agencies 
require  additional  control  and  handling 
markings  that  supplement  the  overall 
classification  markings.  See  §2001.24(j) 
for  specific  guidance. 

(e)  Date  of  origin  of  document.  The 
date  of  origin  of  the  document  shall  be 


indicated  in  a  manner  that  i-s 
immediately  apparent. 

§  2001 .22  Derivative  classification. 

(a)  General.  Information  classified 
derivatively  on  thfe  basis  of  source 
documents  or  classification  guides  shall 
bear  all  markings  prescribed  in 

§  2001.20  and  §  2001.21,  except  as 
provided  in  this  section.  Information  for 
these  markings  shall  be  carried  forward 
from  the  source  document  or  taken  from 
instructions  in  the  appropriate 
classification  guide. 

(b)  Identity  of  persons  who  apply 
derivative  classification  markings. 
Derivative  classifiers  shall  be  identified 
by  name  and  position,  or  by  personal 
identifier,  in  a  manner  that  is 
immediately  apparent  on  each 
derivatively  classified  document.  If  not 
otherwise  evident,  the  agency  and  office 
of  origin  shall  be  identified  and  follow 
the  name  on  the  “Classified  By”  line.  An 
example  might  appear  as: 

Classified  By:  Peggy  Jones,  Lead  Analyst, 
Research  and  Analysis  Division  or 
Classified  By:  ID  #  IMNOl 

(c)  Source  of  derivative  classification. 

(1)  The  derivative  classifier  shall 
concisely  identify  the  source  document 
or  the  classification  guide  on  the 
“Derived  From”  line,  including  the 
agency  and,  where  available,  the  office 
of  origin,  and  the  date  of  the  source  or 
guide.  An  example  might  appear  as: 

Derived  From:  Memo,  “Funding  Problems,” 
October  20,  2008,  Office  of  Administration, 
Department  of  Good  Works  or 
Derived  From:  CG  No.  1,  Department  of  Good 
Works,  dated  October  20,  2008 

(1)  When  a  document  is  classified 
derivatively  on  the  basis  of  more  than 
one  source  document  or  classification 
guide,  the  “Derived  From”  line  shall 
appear  as: 

Derived  From:  Multiple  Sources 

(ii)  The  derivative  classifier  shall 
include  a  listing  of  the  source  materials 
on,  or  attached  to,  each  derivatively 
classified  document. 

(2)  A  document  derivatively  classified 
on  the  basis  of  a  source  document  that 
is  itself  marked  “Multiple  Sources”  shall 
cite  the  source  document  on  its  “Derived  ■ 
From”  line  rather  than  the  term 
“Multiple  Sources.”  An  example  might 
appear  as: 

Derived  From:  Report  entitled,  “New 
Weapons,”  dated  October  20,  2009, 
Department  of  Good  Works,  Office  of 
Administration 

(d)  Reason  for  classification.  The 
reason  for  the  original  classification 
decision,  as  reflected  in  the  source 
document(s)  or  classification  guide,  is 


37260 


Federal  Register / Vol.  75,  No.  123 /Monday,  June  28,  2010 /Rules  and  Regulations 


not  transferred  in  a  derivative 
classification  action. 

(e)  Declassification  instructions.  (1) 

The  derivative  classifier  shall  carry 
forward  the  instructions  on  the 
“Declassify  On”  line  from  the  source 
document  to  the  derivative  document, 
or  the  duration  instruction  from  the 
classification  or  declassification  guide, 
unless  it  contains  one  of  the 
declassification  instructions  as  listed  in 
paragraph  (e)(3)  of  this  section.  If  the 
source  document  is  missing  the 
declassification  instruction,  then  a 
calculated  date  of  25  years  from  the  date 
of  the  source  document  (if  available)  or 
the  current  date  (if  the  source  document 
date  is  not  available)  shall  be  carried 
forward  by  the  derivative  classifier. 

(2)  When  a  document  is  classified 
derivatively  on  the  basis  of  more  than 
one  source  document  or  more  than  one 
element  of  a  classification  guide,  the 
“Declassify  On”  line  shall  reflect  the 
longest  duration  of  any  of  its  sources. 

(3)  When  a  document  is  classified 
derivatively  either  from  a  source 
document(s)  or  a  classification  guide 
that  contains  one  of  the  following 
declassification  instructions, 

“Originating  Agency’s  Determination 
Required,”  “OADR,”  or  “Manual 
Review,”  “MR,”  or  any  of  the  exemption 
markings  XI,  X2,  X3,  X4,  X5,  X6,  X7, 
and  X8,  the  derivative  classifier  shall 
calculate  a  date  that  is  25  years  from  the 
date  of  the  source  document  when 
determining  a  derivative  document’s 
date  or  event  to  be  placed  in  the 
“Declassify  On”  line. 

(i)  If  a  document  is  marked  with  the  ' 
declassification  instructions  “DCI  Only” 
or  “DNI  Only”  and  does  not  contain 
information  described  in  E.O.  12951, 
“Release  of  Imagery  Acquired  by  Space- 
Based  National  Intelligence 
Reconnaissance  Systems,”  the  derivative 
classifier  shall  calculate  a  date  that  is  25 
years  from  the  date  of  the  source 
document  when  determining  a 
derivative  document’s  date  or  event  to 
be  placed  in  the  “Declassify  On”  line. 

(ii)  If  a  document  is  marked  with  “DCI 
Only”  or  “DNI  Only”  and  the 
information  is  subject  to  E.O.  12951,  the 
derivative  classifier  shall  use  a  date  or 
event  as  prescribed  by  the  Director  of 
National  Intelligence. 

(4)  When  determining  the  most 
restrictive  declassification  instruction 
among  multiple  source  documents, 
adhere  to  the  following  hierarchy  for 
determining  the  declassification 
instructions  for  the  “Declassify  On”  line: 

(i)  50X1-HUM  or  50X2-WMD,  or  an 
ISOO-approved  designator  reflecting  the 
Panel  approval  for  classification  beyond 
50  years  in  accordance  with  section 
3.3(h)(2)  of  the  Order; 


(ii)  25X1  through  25X9,  with  a  date  or 
event; 

(iii)  A  specific  declassification  date  or 
event  within  25  years; 

(iv)  Absent  guidance  from  an  original 
classification  authority  with  jurisdiction 
over  the  information,  a  calculated  25- 
yeai  date  from  the  date  of  the  source 
document. 

(5)  When  declassification  dates  are 
displayed  numerically,  the  following 
format  shall  be  used:  YYYYMMDD. 

(f)  Overall  marking.  The  derivative 
classifier  shall  conspicuously  mark  the 
classified  document  with  the  highest 
level  of  classification  of  information 
included  in  the  document,  as  provided 
in  §2001. 21(b). 

(g)  Portion  marking.  Each  portion  of  a 
derivatively  classified  document  shall 
be  marked  immediately  preceding  the 
portion  to  which  it  applies,  in 
accordance  with  its  source,  and  as 
provided  in  §  2001.21(c). 

(h)  Dissemination  control  and 
handling  markings.  Many  agencies 
require  additional  control  and  handling 
markings  that  supplement  the  overall 
classification  markings.  See  §  2001. 24(j) 
for  specific  guidance. 

(i)  bate  of  origin  of  document.  The 
date  of  origin  of  the  document  shall  be 
indicated  in  a  memner  that  is. 
immediately  apparent. 

§  2001 .23  Classification  marking  in  the 
electronic  environment. 

(a)  General.  Classified  national 
security  information*  in  the  electronic 
environment  shall  be: 

(1) . Subject  to  all  requirements  of  the 
Order. 

(2)  Marked  with  proper  classification 
markings  to  the  extent  that  such 
marking  is  practical,  including  portion 
marking,  overall  classification, 
“Classified  By,”  “Derived  From,” 
“Reason”  for  classification  (originally 
classified  information  only),  and 
“Declassify  On.” 

(3)  Marked  with  proper  classification 
markings  when  appearing  in  an 
electronic  output  [e.g.,  database  query) 
in  which  users  of  the  information  will 
need  to  be  alerted  to  the  classification 
status  of  the  information. 

(4)  Marked  in  accordance  with 
derivative  classification  procedures, 
maintaining  traceability  of  classification 
decisions  to  the  original  classification 
authority.  In  cases  where  classified 
information  in  an  electronic 
environment  cannot  be  marked  in  this 
manner,  a  warning  shall  be  applied  to 
alert  users  that  the  information  may  not 
be  used  as  a  source  for  derivative 
classification  and  providing  a  point  of 
contact  and  instructions  for  users  to 
receive  further  guidance  on  the  use  and 
classification  of  the  information. 


(5)  Prohibited  from  use  as  source  of 
derivative  classification  if  it  is  dynamic 
in  nature  {e.g.,  wikis  and  blogs)  and 
where  information  is  not  marked  in 
accordance  with  the  Order. 

(b)  Markings  on  classified  e-mail 
messages.  (1)  E-mail  transmitted  on  or 
prepared  for  transmission  on  classified 
systems  or  networks  shall  be  configured 
to  display  the  overall  classification  at 
the  top  and  bottom  of  the  body  of  each 
message.  The  overall  classification 
marking  string  for  the  e-mail  shall 
reflect  the  classification  of  the  header 
and  body  of  the  message.  This  includes 
the  subject  line,  the  text  of  the  e-mail, 
a  classified  signature  block, 
attachments,  included  messages,  and 
any  other  information  conveyed  in  the 
body  of  the  e-mail.  A  single  linear  text 
string  showing  the  overall  classification 
and  markings  shall  be  included  in  the 
first  line  of  text  and  at  the  end  of  the 
body  of  the  message  after  the  signature 
block. 

(2)  Classified  e-mail  shall  be  portion 
marked.  Each  portion  shall  be  marked  to 
reflect  the  highest  l6vel  of  information 
contained  in  that  portion.  A  text  portion 
containing  a  uniform  resource  locator 
(URL)  or  reference  (i.e.,  link)  to  another 
document  shall  be  portion  marked 
based  on  the  classification  of  the 
content  of  the  URL  or  link  text,  even  if 
the  content  to  which  it  points  reflects  a 
higher  classification  marking. 

(3)  A  classified  signature  block  shall 
be  portion  marked  to  reflect  the  highest 
classification  level  markings  of  the 
information  contained  in  the  signature 
block  itself. 

(4)  Subject  lines  shall  be  portion 
marked  t6  reflect  the  sensitivity  of  the 
information  in  the  subject  line  itself  and 
shall  not  reflect  any  classification 
markings  for  the  e-mail  content  or 
attachments.  Subject  lines  and  titles 
shall  be  portion  marked  before  the 
subject  or  title. 

(5)  For  a  classified  e-mail,  the 
classification  authority  block  shall  be 
placed  after  the  signature  block,  but 
before  the  overall  classification  marking 
string  at  the  end  of  the  e-mail.  These 
blocks  may  appear  as  single  linear  text 
strings  instead  of  the  traditional 
appearance  of  three  lines  of  text. 

(6)  When  forwarding  or  replying  to  an 
e-mail,  individuals  shall  ensure  that,  in 
addition  to  the  markings  required  for 
the  content  of  the  reply  or  forward  e- 
mail  itself,  the  markings  shall  reflect  the 
overall  classification  and 
declassification  instructions  for  the 
entire  string  of  e-mails  and  attachments. 
This  will  include  any  newly  drafted 
material,  material  received  from 
previous  senders,  and  any  attachments. 
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(c)  Marking  Web  pages  with  classified 
content.  (1)  Web  pages  shall  be 
classified  and  marked  on  their  own 
content  regardless  of  the  classification 
of  the  pages  to  which  they  link.  Any 
presentation  of  information  to  which  the 
web  materials  link  shall  also  be  marked 
based  on  its  own  content. 

(2)  The  overall  classification  marking 
string  for  every  web  page  shall  reflect 
the  overall  classification  markings  (and 
any  dissemination  control  or  handling 
markings)  for  the  information  on  that 
page.  Linear  text  appearing  on  both  the 
top  and  bottom  of  the  page  is 
acceptable. 

(3)  If  afny  graphical  representation  is 
utilized,  a  text  equivalent  of  the  overall 
classification  marking  string  shall  be 
included  in  the  hypertext  statement  and 
page  metadata.  This  will  enable  users 
without  graphic  display  to  be  aware  of 
the  classification  "level  of  the  page  and 
allows  for  the  use  of  text  translators. 

(4)  Classified  Web  pages  shall  be 
portion  marked.  Each  portion  shall  be 
marked  to  reflect  the  highest  level  of 
information  contained  in  that  portion.  A 
portion  containing  a  URL  or  reference  to 
another  document  shall  be  portion 
marked,  based  on  the  classification  of 
the  content  of  the  URL  itself,  even  if  the 
content  to  which  it  points  reflects  a 
higher  classification  marking. 

(5)  Classified  Web  pages  shall  include 
the  classification  authority  block  on 
either  the  top  or  bottom  of  the  page. 
These  blocks  may  appear  as  single 
linear  text  strings  instead  of  the 
traditional  appearance  of  three  lines  of 
text. 

(6)  Electronic  media  files  such  as 
video,  audio,  images,  or  slides  shall 
carry  the  overall  classification  and 
classification  authority  block,  unless  the 
addition  of  such  information  would 
render  them  inoperable.  In  such  cases, 
another  procedure  shall  be  used  to 
ensure  recipients  are  aware  of  the 
classification  status  of  the  information 
and  the  declassification  instructions. 

(d)  Marking  classified  URLs.  URLs 
provide  unique  addresses  in  the 
electronic  environment  ior  web  content 
and  shall  be  portion  marked  based  on 
the  classification  of  the  content  of  the 
URL  itself.  The  URL  shall  not  be  portion 
marked  to  reflect  the  classification  of 
the  content  to  which  it  points.  URLs 
shall  be  developed  at  an  unclassified 
level  whenever  possible.  When  a  URL  is 
classified,  a  classification  portion  mark 
shall  be  used  in  the  text  of  the  URL 
string  in  a  way  that  does  not  make  the 
URL  inoperable  to  identify  the  URL  as 
a  classified  portion  in  any  textual 
references  to  that  URL.  An  example  may 
appear  as: 


http://www.center.xyz/SECBETL 

filename_(  S j.html 

http://www.center.xyz/fiIename2_(TS).htmI 

http://www.center.xyz/fiIename_(TS// 

NF).html 

(e)  Marking  classified  dynamic 
documents  and  relational  databases.  (1) 

A  dynamic  page  contains  electronic 
information  derived  from  a  changeable 
source  or  ad  hoc  query,  such  as  a 
relational  database.  The  classification 
levels  of  information  returned  may  vary 
depending  upon  the  specific  request. 

(2)  If  there  is  a  mechanism  for 
determining  the  actual  classification 
markings  for  dynamic  documents,  the 
appropriate  classification  markings  shall 
be  applied  to  and  displayed  on  the 
document.  If  such  a  mechanism  does 
not  exist,  the  default  should  be  the 
highest  level  of  information  in  the 
database  and  a  warning  shall  be  applied 
at  the  top  of  each  page  of  the  document. 
Such  content  shall  not  be  used  as  a  basis 
for  derivative  classification.  An  example 
of  such  an  applied  warning  may  appear 
as: 

This  content  is  classified  at  the  [insert 
system-high  classification  level]  level  and 
may  contain  elements  of  information  that  are 
unclassified  or  classified  at  a  lower  level  than 
the  overall  classification  displayed.  This 
content  may  not  he  used  as  a  source  of 
derivative  classification;  refer  instead  to  the 
pertinent  classification  guide(s). 

(3)  This  will  alert  the  users  of  the 
information  that  there  may  be  elements 
of  information  that  may  be  either 
unclassified  or  classified  at  a  lower  level 
than  the  highest  possible  classification 
of  the  information  returned.  Users  shall  • 
be  encouraged  to  make  further  inquiries 
concerning  the  status  of  individual 
elements  in  order  to  avoid  unnecessary 
classification  and/or  impediments  to 
information  sharing.  Resources  such  as 
classification  guides  and  points  of 
contact  shall  be  established  to  assist 
with  these  inquiries. 

(4)  Users  developing  a  document 
based  on  query  results  from  a  database 
must  properly  mark  the  document  in 
accordance  with  §  2001.22.  If  there  is 
doubt  about  the  correct  markings,  users 
should  contact  the  database  originating 
agency  for  guidance. 

(f)  Marking  classified  bulletin  board 
postings  and  blogs.  (1)  A  blog,  an 
abbreviation  of  the  term  “web  log,”  is  a 
Web  site  consisting  of  a  series  of  entries, 
often  commentary,  description  of 
events,  or  other  material  such  as 
graphics  or  video,  created  by  the  same 
individual  as  in  a  journal  or  by  many 
individuals.  While  the  content  of  the 
overall  blog  is  dynamic,  entries  are 
generally  static  in  nature. 

(2)  The  overall  classification  marking 
string  for  every  bulletin  board  or  blog 


shall  reflect  the  overall  classification 
markings  for  the  highest  Jevel  of 
information  allowed  in  that  space.  - 
Linear  text  appearing  on  both  the  top 
and  bottom  of  the  page  is  acceptable. 

(3)  Subject  lines^of  bulletin  board 
postings,  blog  entries,  or  comments 
shall  be  portion  marked  to  reflect  the 
sensitivity  of  the  information  in  the 
subject  line  itself,  not  the  content  of  the 
post. 

(4)  The  overall  classification  marking 
string  for  the  bulletin  board  posting, 
blog  entry,  or  comment  shall  reflect  the 
classification  markings  for  the  subject 
line,  the  text  of  the  posting,  and  any 
other  information  in  the  posting.  These 
strings  shall  be  entered  manually  dr 
utilizing  an  electronic  classification  tool 
in  the  first  line  of  text  and  at  the  end 

of  the  body  of  the  posting.  These  strings 
may  appear  as  single  linear  text. 

(5)  Bulletin  board  postings,  blog 
entries,  or  comments  shall  be  portion 
marked.  Each  portion  shall  be  marked  to 
reflect  the  highest  level  of  information 
contained  in  that  portion. 

(g)  Marking  classified  wikis.  (1)  Initial 
wiki  submissions  shall  include  the 
overall  classification  marking  string, 
portion  marking,  and  the  classification 
authority  block  string  in  the  same 
manner  as  mentioned  above  for  bulletin 
boards  and  blogs.  All  of  these  strings 
may  appear  as  single  line  text. 

(2)  When  users  modify  existing 
entries  which  alter  the  classification 
level  of  the  content  or  add  new  content, 
they  shall  change  the  required  markings 
to  reflect  the  classification  markings  for 
the  resulting  information.  Systems  shall 
provide  a  means  to  log  the  identity  of 
each  user,  the  changes  made,  and  the 
time  and  date  of  each  change. 

(3)  Wiki  articles  and  entries  shall  be 
portion  marked.  Each  portion  shall  be 
marked  to  reflect  the  highest  level  of 
information  contained  in  that  portion. 

(h)  Instant  messaging,  chat,  and  chat 
rooms.  (1)  Instant  messages  and  chat 
conversations  generally  consist  of  brief 
textual  messages  but  may  also  include 
URLs,  images,  or  graphics.  Chat 
discussions  captured  for.  retention  or 
printing  shall  be  marked  at  the  top  and 
bottom  of  each  page  with  the  overall 
classification  reflecting  all  of  the 
information  within  the  discussion  and, 
for  classified  discussions,  portion 
markings  and  the  classification 
authority  block  string  shall  also  appear. 

(2)  Chat  rooms  shall  display  system- 
high  overall  classification  markings  and 
shall  contain  instructions  informing 
users  that  the  information  may  not  be 
used  as  a  source  for  derivative 
classification  unless  it  is  portion 
marked,  contains  an  overall 
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classification  marking,  and  a 
classification  authority  block. 

(i)  Attached  files.  When  files  are 
attached  to  another  electronic  message 
or  document,  the  overall  classification 
of  the  message  or  document  shall 
account  for  the  classification  level  of  the 
attachment  and  the  message  or 
documeiit  shall  be  marked  in 
accordance  with  §  2001.24(b). 

(ii)  Reserved. 

§  2001 .24  Additional  requirements. 

(a)  Marking  prohibitions.  Markings 
other  than  “Top  Secret,”  “Secret,”  and 
“Confidential”  shall  not  be  used  to 
identify  classified  national  security 
information. 

(b)  Transmittal  documents.  A 
transmittal  document  shall  indicate  on 
its  face  the  highest  classification  level  of 
any  classified  information  attached  or 
enclosed.  The  transmittal  shall  also 
include  conspicuously  on  its  face  the 
following  or  similar  instructions,  as 
appropriate: 

Unclassified  When  Classified  Enclosure 

Removed  or 

Upon  Removal  of  Attachments,  This 

Document  is  (Classification  Level) 

(c)  Foreign  government  information. 
Unless  otherwise  evident,  documents 
that  contain  foreign  government 
information  should  include  the 
marking,  “This  Document  Contains 
(indicate  country  of  origin) 

Information.”  Agencies  may  also  require 
that  the  portions  of  the  documents  that 
contain  the  foreign  government 
information  be  marked  to  indicate  the 
government  and  classification  level, 
using  accepted  country  code  standards, 
e.g.,  “(Country  code — C).”  If  the  identity 
of  the  specific  government  must  be 
concealed,  the  document  shall  be 
marked,  “This  Document  Contains 
Foreign  Government  Information,”  and 
pertinent  portions  shall  be  marked  “FGI” 
together  with  the  classification  level, 
e.g.,  “(FGI-C).”  In  such  cases,  a  separate 
record  that  identifies  the  foreign 
government  shall  be  maintained  in 
order  to  facilitate  subsequent 
declassification  actions.  If  the  fact  that 
information  is  foreign  government 
information  must  be  concealed,  the 
markings  described  in  this  paragraph 
shall  not  be  used  and  the  document 
shall  be  marked  as  if  it  were  wholly  of 
U.S.  origin.  When  classified  records  are 
transferred  to  NARA  for  storage  or 
archival  purposes,  the  accompanying 
documentation  shall,  at  a  minimum, 
identify  the  boxes  that  contain  foreign 
government  information. 

(d)  Working  papers.  A  working  paper 
is  defined  as  documents  or  materials, 
regardless  of  the  media,  which  are 


expected  to  be  revised  prior  to  the 
preparation  of  a  finished  product  for 
dissemination  or  retention.  Working 
papers  containing  classified  information 
shall  be  dated  when  created,  marked 
with  the  highest  classification  of  any 
information  contained  in  them, 
protected  at  that  level,  and  if  otherwise 
appropriate,  destroyed  when  no  longer 
needed.  When  any  of  the  following 
conditions  applies,  working  papers  shall 
be  controlled  and  marked  in  the  same 
manner  prescribed  for  a  finished 
document  at  the  same  classification 
level: 

(1)  Released  by  the  originator  outside 
the  originating  activity: 

(2)  Retained  more  than  180  days  from 
the  date  of  origin;  or 

(3)  Filed  permanently. 

(e)  Other  material.  Bulky  materi^, 
equipment,  and  facilities,  etc.,  shall  be 
clearly  identified  in  a  manner  that 
leaves  no  doubt  about  the  classification 
status  of  the  material,  the  level  of 
protection  required,  and  the  duration  of 
classification.  Upon  a  finding  that 
identification  would  itself  reveal 
classified  information,  such 
identification  is  not  required. 

Supporting  documentation  for  such  a 
finding  must  be  maintained  in  the 
appropriate  security  facility. 

(f)  Unmarked  materials.  Information 
contained  in  unmarked  records,  or 
presidential  or  related  materials,  and 
which  pertains  to  the  national  defense 
or  foreign  relations  of  the  United  States, 
created,  maintained,  and  protected  as 
classified  information  under  prior 
orders  shall  continue  to  be  treated  as 
classified  information  under  the  Order, 
and  is  subject  to  its  provisions  regarding 
declassification. 

(g)  Classification  by  compilation/ 
aggregation.  Compilation  of  items  that 
are  individually  unclassified  may  be 
classified  if  the  compiled  information 
meets  the  standards  established  in 
section  1.2  of  the  Order  and  reveals  an 
additional  association  or  relationship,  as 
determined  by  the  original  classification 
authority.  Any  unclassified  portions 
will  be  portion  marked  (U),  while  the- 
overall  markings  will  reflect  the 
classification  of  the  compiled 
information  even  if  all  the  portions  are 
marked  (U).  In  any  such  situation,  clear 
instructions  must  appear  with  the 
compiled  information  as  to  the 
circumstances  under  which  the 
individual  portions  constitute  a 
classified  compilation,  and  when  they 
do  not. 

(h)  Commingling  of  Restricted  Data 
(RD)  and  Formerly  Restricted  Data 
(FRD)  with  information  classified  under 
the  Order.  (1)  To  the  extent  practicable, 
the  commingling  in  the  same  document 


of  RD  or  FRD  with  information 
classified  under  the  Order  should  be 
avoided.  When  it  is  not  practicable  to 
avoid  such  commingling,  the  marking 
requirements  in  the  Order  and  this 
Directive,  as  well  as  the  marking 
requirements  in  10  CFR  part  1045, 
Nuclear  Classification  and 
Declassification,  must  be  followed. 

(2)  Automatic  declassification  of 
documents  containing  RD  or  FRD  is 
prohibited.  Documents  marked  as 
containing  RD  or  FRD  are  excluded  from 
the  automatic  declassification 
provisions  of  the  Order  until  the  RD  or 
FRD  designation  is  properly  removed  by 
the  Department  of  Energy.  When  the 
Department  of  Energy  determines  that 
an  RD  or  FRD  designation  may  be 
removed,  any  remaining  information 
classified  under  the  Order  must  be 
referred  to  the  appropriate  agency  in 
accordance  with  the  declassification 
provisions  of  the  Order  and  this 
Directive. 

(3)  For  commingled  documents,  the 
“Declassify  On”  line  required  by  the 
Order  and  this  Directive  shall  not 
include  a  declassification  date  or  event 
and  shall  instead  be  annotated  with 
“Not  Applicable  (or  N/A)  to  RD/FRD 
portions”  and  “See  source  list  for  NSI 
portions.”  The  source  list,  as  described 
in  §  2001.22(c)(l)(ii),  shall  include  the 
declassification  instruction  for  each  of 
the  source  documents  classified  under 
the  Order  and  shall  not  appear  on  the 
front  page  of  the  document. 

(4)  If  an  RD  or  FRD  portion  is 
extracted  for  use  in  a  new  document, 
the  requirements  of  10  CFR  part  1045 
must  be  followed. 

(5)  If  a  portion  classified  under  the 
Order  is  extracted  for  use  in  a  new 
document,  the  requirements  of  the 
Order  and  this  Directive  must  be 
followed.  The  declassification  date  for 
the  extracted  portion  shall  be 
determined  by  using  the  source  list 
required  by  §  2001.22(c)(lXii).  the 
pertinent  classification  guide,  or 
consultation  with  the  original 
classification  authority  with  jurisdiction 
for  the  information.  However,  if  a 
commingled  document  is  not  portion 
marked,  it  shall  not  be  used  as  a  source 
for  a  derivatively  classified  document. 

(6)  If  a  commingled  document  is  not 
portion  marked  based  on  appropriate 
authority,  annotating  the  source  list 
with  the  declassification  instructions 
and  including  the  “Declassify  on”  line  in 
accordance  with  paragraph  (h)(3)  of  this 
section  are  not  required.  The  lack  of 
declassification  instructions  does  not 
eliminate  the  requirement  to  process 
commingled  documents  for 
declassification  in  accordance  with  the 
Order,  this  Directive,  the  Atomic  Energy 
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Act,  or  10  CFR  part  1045  when  they  are 
requested  under  statute  or  the  Order. 

(1)  Transclassified  Foreign  Nuclear 
Information  (TFNI).  (1)  As  permitted 
under  42  U.S.C.  2162(e),  the  Department 
of  Energy  shall  remove  from  the 
Restricted  Data  category  such 
information  concerning  the  atomic 
energy  programs  of  other  nations  as  the 
Secretary  of  Energy  and  the  Director  of 
National  Intelligence  jointly  determine 
to  be  necessary  to  carry  out  the 
provisions  of  50  U.S.C.  403  and  403-1 
and  safeguarded  under  applicable 
Executive  orders  as  “National  Secnirity 
Information”  under  a  process  called 
transclassification. 

(2)  When  Restricted  Data  information 
is  transclassified  and  is  safeguarded  as 
“National  Security  Information,”  it  shall 
be  handled,  protected,  and  classified  in 
conformity  with  the  provisions  of  the 
Order  and  this  Directive.  Such 
information  shall  be  labeled  as  “TFNI” 
and  with  any  additional  identifiers 
prescribed  by  the  Department  of  Energy. 
The  label  “TFNI”  shall  be  included  on 
documents  to  indicate  the  information’s 
transclassification  from  the  Restricted 
Data  category  and  its  declassification 
process  governed  by  the  Secretary  of 
Energy  under  the  Atomic  Energy  Act. 

(3)  Automatic  declassific!ation  of 
documents  containing  TFNI  is 
prohibited.  Documents  marked  as 
containing  TFNI  are  excluded  from  the 
automatic  declassification  provisions  of 
the  Order  until  the  TFNI  designation  is 
properly  removed  by  the  Department  of 
Energy.  When  the  Department  of  Energy 
determines  that  a  TFNI  designation  may 
be  removed,  any  remaining  information 
classified  under  the  Order  must  be 
referred  to  the  appropriate  agency  in 
accordance  with  the  declassification 
provisions  of  the  Order  and  this 
Directive. 

(j)  Approved  dissemination  control 
and  handling  markings.  (1) 
Dissemination  control  and  handling- 
markings  identify  the  expansion  or 
limitation  on  the  distribution  of  the 
information.  These  markings  are  in 
addition  to,  and  separate  from,  tha  level 
of  classification. 

(2)  Only  those  external  dissemination 
control  and  handling  markings 
approved  by  ISOO  or,  with  respect  to 
the  Intelligence  Community  by  the 
Director  of  National  Intelligence  for 
intelligence  and  intelligence-related 
information,  may  be  used  by  agencies  to 
control  and  handle  the  dissemination  of 
classified  information  pursuant  to 
agency  regulations  and  to  policy 
directives  and  guidelines  issued  under 
section  5.4(d)(2)  and  section  6.2(b)  of 
the  Order.  Such  approved  markings 
shall  be  uniform  and  binding  on  all 


agencies  and  must  be  available  in  a 
central 'registry.  , 

(3)  If  used,  the  dissemination  control 
and  handling  markings  will  appear  at 
the  top  and  bottom  of  each  page  after 
the  level  of  classification. 

(k)  Portion  marking  waivers.  (1)  An 
agency  head  or  senior  agency  official 
may  request  a  waiver  from  the  portion 
marking  requirement  for  a  specific 
category  of  information.  Such  a  request 
shall  be  submitted  to  the  Director  of 
ISOO  and  should  include  the  reasons 
that  the  benefits  of  portion  marking  are 
outweighed  by  other  factors.  The  . 
request  must  also  demonstrate  that  the 
requested  waiver  will  not  create 
impediments  to  information  sharing. 
Statements  citing  administrative  burden 
alone  will  ordinarily  not  be  viewed  as 
sufficient  grounds  to  support  a  waiver, 

(2)  Any  approved  portion  marking 
waiver  will  be  temporary  with  specific 
expiration  dates. 

(3)  Requests  for  portion  marking 
waivers  from  elements  of  the 
Intelligence  Community  (to  include 
pertinent  elements  of  the  Department  of 
Defense)  should  include  a  statement  of 
support  from  the  Director  of  National 
Intelligence  or  his  or  her  designee. 
Requests  for  portion  marking  waivers 
from  elements  of  the  Department  of 
Defense  (to  include  pertinent  elements 
of  the  Intelligence  Community)  should 
include  a  statement  of  support  from  the 
Secretary  of  Defense  or  his  or  her 
designee.  Requests  for  portion  marking 
waivers  from  elements  of  the 
Department  of  Homeland  Security 
should  include  a  statement  of  support 
firom  the  Secretary  of  Homeland 
Security  or  his  or  her  designee. 

(4)  A  document  not  portion  marked, 
based  on  an  ISOO-approved  waiver, 
must  contain  a  warning  statement  that 
it  may  not  be  used  as  a  source  for 
derivative  classification. 

(5)  If  a  classified  document  that  is  not 
portion  marked,  based  on  an  ISOO- 
approved  waiver,  is  transmitted  outside 
the  originating  organization,  the 
document  must  be  portion  marked 
unless  otherwise  explicitly  provided  in 
the  waiver  approval. 

.  (1)  Marking  information  that  has  been 
reclassified.  Specific  information  may 
only  be  reclassified  if  all  the  conditions 
of  section  1.7(d)  of  the  Order  and  its 
implementing  directives  have  been  met. 

(l)  When  taking  this  action,  an 
original  classification  authority  must 
include  the  following  markings  on  the 
information: 

(i)  The  level  of  classification; 

(ii)  The  identity,  by  name  and 
position,  or  by  personal  identifier  of  the 
original  classification  authority; 

(iii)  Declassification  instructions; 


(iv)  A  concise  reason -for 
classification,  including  reference  to  the 
applicable  classification  category  from 
section  1.4  of  the  Order;  and 

(v)  The  date  the  reclassification  action 
was  taken. 

(2)  The  original  classification 
authority  shall  notify  all  known 
authorized  holders  of  this  action. 

(m)  Marking  of  electronic  storage 
media.  Classified  computer  media  such 
as  USB  sticks,  hard  drives,  CD  ROMs, 
and  diskettes  shall  be  marked  to 
indicate  the  highest  overall 
classification  of  the  information 
contained  within  the  media. 

§2001.25  Declassification  markings. 

(a)  General.  A  uniform  security 
classification  system  requires  that 
standard  markings  be  applied  to 
declassified  information.  Except  in 
extraordinary  circumstances,  or  as 
approved  by  the  Director  of  ISOO,  the 
marking  of  declassified  information 
shall  not  deviate  from  the  following 
prescribed  formats.  If  declassification 
markings  cannot  be  affixed  to  specific 
information  or  materials,  the  originator 
shall  provide  holders  or  recipients  of 
the  information  with  written 
instructions  for  marking  the 
information.  Markings  shall  be 
uniformly  and  conspicuously  applied  to 
leave  no  doubt  about  the  declassified 
status  of  the  information  and  who 
authorized  the  declassification. 

(b)  The  following  markings  shall  be 
applied  to  records,  or  copies  of  records, 
regardless  of  media: 

(1)  The  word,  “Declassified;” 

(2)  The  identity  of  the  declassification 
authority,  by  name  and  position,  or  by 
personal  identifier,  or  the  title  and  date 
of  the  declassification  guide.  If  the 
identity  of  the  declassification  authority 
must  be  protected,  a  personal  identifier 
may  be  used  or  the  information  may  be 
retained  in  agency  files. 

(3)  The  date  of  declassification;  and 

(4)  The  overall  classification  markings 
that  appear  on  the  cover  page  or  first 
page  shall  be  lined  with  an  “X”  or 
straight  line.  An  example  might  appear 
as: 

'RHT 

Declassified  by  David  Smith,  Chief,  Division 

5,  August  17,  2008 

§  2001 .26  Automatic  declassification 
exemption  markings. 

(a)  Marking  information  exempted 
from  automatic  declassification  at  25 
years.  (1)  When  the  Panel  has  approved 
an  agency  proposal  to  exempt 
permanently  valuable  information  from 
automatic  declassification  at  25  years, 
the  “Declassify  On”  line  shall  be  revised 
to  include  the  symbol  “25X”  plus  the 
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number(s)  that  corsesponds  to  the 
category(ies)  in  section  3.3(b)  of  the 
Order.  Except  for  when  the  exemption 
pertains  to  information  that  should 
clearly  and  demonstrably  be  expected  to 
reveal  the  identity  of  a  confidential 
human  source,  or  a  human  intelligence 
source,  or  key  design  concepts  of 
weapons  of  mass  destruction,  the 
revised  “Declassify  On”  line  shall  also 
include  the  new  date  for  declassification 
as  approved  by  the  Panel,  not  to  exceed 
50  years  from  the  date  of  origin  of  the 
record.  Records  that  contain 
information,  the  release  of  w’hich  should 
clearly  and  demonstrably  be  expected  to 
reveal  the  identity  of  a  confidential 
human  source  or  a  human  intelligence 
source,  or  key  design  concepts  of 
weapons  of  mass  destruction,  are 
exempt  from  automatic  declassification 
at  50  years. 

(2)  The  pertinent  exemptions,  using 
the  language  of  section  3.3(b)  of  the 
Order,  are: 

25X1:  reveal  the  identity  of  a  confidential 
human  .source,  a  human  intelligence  source, 
a  relationship  with  an  intelligence  or  security 
service  of  a  foreign  government  or 
international  organization,  or  a  hon-human 
intelligence  source;  or  impair  the 
effectiveness  of  an  intelligence  method 
currently  in  use,  available  for  use,  or  under 
development. 

25X2:  reveal  information  that  would  assist 
in  the  development,  production,  or  use  of 
weapons  of  mass  destruction: 

25X3:  reveal  information  that  would 
impair  U.S.  cryptologic  systems  or  activities; 

25X4:  reveal  information  that  would 
impair  the  application  of  state-of-the-art 
technology  within  a  U.S.  weapon  system; 

25X5:  reveal  formally  named  or  numbered 
U.S.  military  war  plans  that  remain  in  effect, 
or  reveal  operational  or  tactical  elements  of 
prior  plans  that  are  contained  in  such  active 
plans; 

25X6:  reveal  information,  including  foreign 
government  information,  that  would  cause 
.serious  harm  to  relations  between  the  United 
States  and  a  foreign  government,  or  to 
ongoing  diplomatic  activities  of  the  United 
States: 

25X7:  reveal  information  that  would 
impair  the  current  ability  of  United  States 
Government  officials  to  protect  the  President, 
Vice  President,  and  other  protectees  for 
whom  protection  services,  in  the  interest  of 
the  national  security,  are  authorized: 

25X8:  reveal  information  that  would 
seriously  impair  current  national  security 
emergency  preparedness  plans  or  reveal 
current  vulnerabilities  of  systems, 
installations,  or  infrastructures  relating  to  the 
national  security;  or 

25X9:  violate  a  statute,  treaty,  or 
international  agreement  that  does  not  permit 
the  automatic  or  unilateral  declassification  of 
information  at  25  years. 

(3)  The  pertinent  portion  of  the 
marking  would  appear  as: 

Declassify  On;  25X4,  20501001 


(4)  Documents  should  not  be  marked 
with  a  “25X”  marking  until  the  agency 
has  been  informed  that  the  Panel 
concurs  with  the  proposed  exemption. 

(5)  Agencies  need  not  apply  a  “25X” 
marking  to  individual  documents 
contained  in  a  file  series  exempted  from 
automatic  declassification  under  section 
3.3(c)  of  the  Order  until  the  individual 
document  is  remoyed  from  the  file  and 
may  only  apply  such  a  marking  as 
approved  by  the  Panel  under  section 
3.3(j)  of  the  Order. 

(6)  Information  containing  foreign 
government  information  will  be  marked 
with  a  date  in  the  “Declassify  On”  line 
that  is  no  more  than  25  years  from  the 
date  of  the  document  unless  the 
originating  agency  has  applied  for  and 
received  Panel  approval  to  exempt 
foreign  government  information  from 
declassification  at  25  years.  Upon 
receipt  of  Panel  approval,  the  agency 
may  use  either  the  25X6  or  25X9 
exemption  markings,  as  appropriate,  in 
the  “Declassify  On”  followed  by  a  date 
that  has  also  been  approved  by  the 
Panel.  An  example  might  appear  as: 
25X6,  20600129,  or  25X9,  20600627. 

The  marking  “subject  to  treaty  or 
international  agreement”  is  not  to  be 
used  at  any  time.  , 

(b)  Marking  information  exempted  ' 
from  automatic  declassification  at  50 
years.  Records  exempted  from  automatic 
declassification  at  50  years  shall  be 
automatically  declassified  on  December 
31  of  a  year  that  is  no  more  than  75 
years  from  the  date  of  origin  unless  an 
agency  head,  within  five  years  of  that 
date,  proposes  to  exempt  specific 
information  from  declassification  at  75 
years  and  the  proposal  is  formally 
approved  by  the  Panel. 

(1)  When  the  information  clearly  and 
demonstrably  could  be  expected  to 
reveal  the  identity  of  a  confidential 
human  source  or  a  human  intelligence 
source,  the  marking  shall  be  “50X1- 
HUM.” 

(2)  When  the  information  clearly  and 
demonstrably  could  reveal  key  design 
concepts  of  weapons  of  mass 
destruction,  the  marking  shall  be 
“50X2-WMD.” 

(3)  In  extraordinary  cases  in  which 
the  Panel  has  approved  an  exemption 
from  declassification  at  50  years  under 
section  3.3(h)  of  the  Order,  the  same 
procedures  as  those  under  §  2001.26(a) 
will  be  followed  with  the  exception  that 
the  number  “50”  will  be  u.sed  in  place 
of  the  “25.” 

(4)  Requests  for  exemption  from 
automatic  declassification  at  50  years 
from  elements  of  the  Intelligence 
Community  (to  include  pertinent 
elements  of  the  Department  of  Defense) 
should  include  a  statement  of  support 


from  the  Director  of  National 
Intelligence  or  his  or  her  designee. 
Requests  for  automatic  declassification 
exemptions  from  elements  of  the 
Department  of  Defense  (to  include 
pertinent  elements  of  the  Intelligence 
community)  should  include  a  statement 
of  support  from  the  Secretary  of  Defense 
or  his  or  her  designee.  Requests  for 
automatic  declassification  exemptions 
from  elements  of  the  Department  of 
Homeland  Security  should  include  a 
statement  of  support  from  the  Secretary 
of  the  Department  of  Homeland  Security 
or  his  or  her  designee. 

(c)  Marking  information  exempted 
from  automatic  declassification  at  75 
years.  Records  exempted  from  automatic 
declassification  at  75  years  shall  be 
automatically  declassified  on  December 
31  of  the  year  that  has  been  formally 
approved  by  the  Panel. 

(1)  Information  approved  by  the  Panel 
as  exempt  from  automatic 
declassification  at  75  years  shall  be 
marked  “75X”  with  the  appropriate 
automatic  declassification  exemption 
category  number  followed  by  the 
approved  declassification  date  or  event. 

(2)  Requests  for  exemption  from 
automatic  declassification  at  75  years 
from  elements  of  the  Intelligence 
Community  (to  include  pertinent 
elements  of  the  Department  of  Defense) 
should  include  a  statement  of  support 
from  the  Director  of  National 
Intelligence  or  his  or  her  designee. 
Requests  for  automatic  declassification 
exemptions  ft'om  elements  of  the 
Department  of  Defense  (to  include 
pertinent  elements  of  the  Intelligence 
community)  should  include  a  statement 
of  support  from  the  Secretary  of  Defense 
or  his  or  her  designee. 

Subpart  D — Declassification 

§  2001 .30  Automatic  declassification. 

(a)  General.  All  departments  and 
agencies  that  have  original  classification 
authority  or  previously  had  original 
classification  authority,  or  maintain 
records  determined  to  be  permanently 
valuable  that  contain  classified  national 
security  information,  shall  comply  with 
the  automatic  declassification 
provisions  of  the  Order.  All  agencies 
with  original  classification  authority 
shall  cooperate  with  NARA  in  managing 
automatic  declassification  of 
accessioned  Federal  records, 
presidential  papers  and  records,  and 
donated  historical  materials  under  the 
control  of  the  Archivist. 

(b)  Presidential  papers,  materials,  and 
records.  The  Archivist  shall  establish 
procedures  for  the  declassification  of 
presidential,  vice-presidential,  or  White 
House  materials  transferred  to  the  legal 
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custody  of  NARA  or  maintained  in  the 
presidential  libraries. 

(c)  Classified  information  in  Ihe 
custody  of  contractors,  licensees, 
certificate  holders,  or  grantees.  Pursuant 
to  the  provisions  of  the  National 
Industrial  Security  Program,  agencies 
must  provide  security  classification/ 
declassification  guidance  to  such 
entities  or  individuals  who  possess 
classified  information.  Agencies  must 
also  determine  if  classified  Federal 
records  are  held  by  such  entities  or 
individuals,  and  if  so,  whether  they  are 
permanent  records  of  historical  value 
and  thus  subject  to  section  3.3  of  the 
Order.  Until  such  a  determination  has 
been  made  by  an  appropriate  agency 
official,  such  records  shall  not  be 
subject  to  automatic  declassification,  or 
destroyed,  and  shall  be  safeguarded  in 
accordance  with  the  most  recent 
security  classification/declassification 
guidance  provided  by  the  agency. 

(d)  Transferred  information.  In  the 
case  of  classified  information 
transferred  in  conjunction  with  a 
transfer  of  functions,  and  not  merely  for 
storage,  the  receiving  agency  shall  be 
deemed  to  be  the  originating  agency. 

(e)  Unofficially  transferred 
information.  In  the  case  of  classified 
information  that  is  not  officially 
transferred  as  described  in  paragraph  (d) 
of  this  section  but  that  originated  in  an 
agency  that  has  ceased  to  exist  and  for 
which  there  is  no  successor  agency,  the 
agency  in  possession  shall  serve  as  the 
originating  agency  and  shall  be 
responsible  for  actions  for  those  records 
in  accordance  with  section  3.3  of  the 
Order  and  in  consultation  with  the 
Director  of  the  National  Declassification 
Center  (NDC). 

(f)  Processing  records  originated  by 
another  agency.  When  an  agency 
uncovers  classified  records  originated 
by  another  agency  that  appear  to  meet 
tbe  criteria  for  referral  according  to 
section  3.3(d)  of  the  Order,  the  finding 
agency  shall  identify  those  records  for 
referral  to  the  originating  agency  as 
described  in  §  2001.34. 

(g)  Unscheduled  records.  Classified 
information  in  records  that  have  not 
been  scheduled  for  disposal  or  retention 
by  NARA  is  not  subject  to  section  3.3  of 
tbe  Order.  Classified  information  in 
records  that  become  scheduled  as 
permanently  valuable  when  that 

I  information  is  already  more  than  20 
j  years  old  shall  be  subject  to  the 

1  automatic  declassification  provisions  of 
section  3.3  of  the  Order  five  years  from 
the  date  the  records  are  scheduled. 
Classified  information  in  records  that 
!  become  scheduled  as  permanently 
^  valuable  when  that  information  is  less 
j  than  20  years  old  shall  be  subject  to  the 


automatic  declassification  provisions  of 
section  3.3  of  the  Order  at  25  years. 

(h)  Temporary  records  and  non-record 
materials.  Classified  information 
contained  in  records  determined  not  to 
be  permanently  valuable  or  non-record 
materials  shall  be  processed  in 
accordance  with  section  3.6(c)  of  the 
Order. 

(i)  Foreign  government  information. 
The  declassifying  agency  is  the  agency 
that  initially  received  or  classified  the 
information.  When  foreign  government 
information  appears  to  be  subject  to 
automatic  declassification,  the 
declassifying  agency  shall  determine 
whether  the  information  is  subject  to  a 
treaty  or  international  agreement  that 
does  not  permit  automatic  or  unilateral 
declassification.  The  declassifying 
agency  shall  also  determine  if  another 
exemption  under  section  3.3(b)  of  the 
.Order,  such  as  the  exemption  that 
pertains  to  United  States  foreign 
relations,  may  apply  to  the  information. 
If  the  declassifying  agency  believes  such 
an  exemption  may  apply,  it  should 
consult  with  any  other'concerned 
agencies  in  making  its  declassification 
determination.  The  declassifying  agency 
or  the  Department  of  State,  as 
appropriate,  may  consult  with  the 
foreign  government  prior  to 
declassification. 

(j)  Assistance  to  the  Archivist  of  the 
United  States.  Agencies  shall  consult 
with  the  Director  of  the  NDC  established 
in  section  3.7  of  the  Order  concerning 
their  automatic  declassification 
programs.  At  the  request  of  the 
Archivist,  agencies  shall  cooperate  with 
the  Director  of  the  NDC  in  developing 
priorities  for  the  declassification  of 
records  to  ensure  that  declassification  is 
accomplished  efficiently  and  in  a  timely 
manner.  Agencies  shall  consult  with 
NARA  and  the  Director  of  the  NDC 
before  reviewing  records  in  their 
holdings  to  ensure  that  appropriate 
procedures  are  established  for 
maintaining  the  integrity.of  the  records 
and  that  NARA  receives  accurate  and 
sufficient  information  about  agency 
declassification  actions,  including 
metadata  and  other  processing 
information,  when  records  are 
accessioned  by  NARA.  This  data  shall 
include  certification  by  the  agency  that 
the  records  have  been  reviewed  in 
accordance  with  Public  Law  105-261, 
section  3161  governing  Restricted  Data 
and  Formerly  Restricted  Data. 

(k)  Use  of  approved  declassification 
guides.  Approved  declassification 
guides  are  the  sole  basis  for  the 
exemption  from  automatic 
declassification  of  specific  information 
as  provided  in  section  3.3(b)  of  the 
Order  and  the  sole  basis  for  the 


continued  classification  of  information 
under  section  3.3(h)  of  the  Order.  These 
guides  must  be  prepared  in  accordance 
with  section  3.3(j)  of  the  Order  and 
include  additionak pertinent  detail 
relating  to  the  exemptions  described  in 
sections  3.3(b)  and  3.3(h)  of  the  Order, 
and  follow  the  format  required  of 
declassification  guides  as  described  in 
§  2001.32.  During  a  review  under 
section  3.3  of  the  Order,  it  is  expected 
that  agencies  will  use  these  guides  to 
identify  specific  information  for 
exemption  from  automatic 
declassification.  It  is  further  expected 
that  the  guides  or  detailed 
declassification  guidance  will  be  made 
available  to  the  NDC  under  section 
3.7(b)  of  the  Order  and  to  appropriately 
cleared  individuals  of  other  agencies  to 
support  equity  recognition. 

(l)  Automatic  declassification  date. 

No  later  than  December  31  of  the  year 
that  is  25  years  from  the  date  of  origin, 
classified  records  determined  to  be 
permanently  valuable  shall  be 
automatically  declassified  unless  * 
automatic  declassification  has  been 
delayed  for  any  reason  as  provided  in 

§  2001. 30(n)  and  sections  3.3(b)  and  (c) 
of  the  Order.  If  the  date  of  origin  of  an 
individual  record  cannot  be  readily 
determined,  the  date  of  original 
classification  shall  be  used  instead. 

(m)  Exemption  from  Automatic 
Declassification  at  25,  50,  or  75  years. 
Agencies  may  propose  to  exempt  from 
automatic  declassification  specific 
information,  either  by  reference  to 
information  in  specific  records,  in 
specific  file  series  of  records,  or  in  the 
form  of  a  declassification  guide,  in 
accordance  with  section  3.3(j)  of  the 
Order.  Agencies  may  propose  to  exempt 
information  within  five  years  of,  but  not 
later  than  one  year  before  the 
information  is  subject  to  automatic 
declassification.  The  agency  head  or 
senior  agency  official,  within  the 
specified  timeframe,  shall  notify  the 
Director  of  ISOO,  serving  as  the 
Executive  Secretary  of  the  Panel,  of  the 
specific  information  being  proposed  for 
exemption  from  automatic 
declassification. 

(n)  Delays  in  the  onset  of  automatic 
declassification — (1)  Media  that  make  a 
review  for  possible  declassification 
exemptions  more  difficult  or  costly.  An 
agency  head  or  senior  agency  official 
shall  consult  with  the  Director  of  the 
NDC  before  delaying  automatic 
declassification  for  up  to  five  years  for 
classified  information  contained  in 
media  that  make  a  review  for  possible 
declassification  more  difficult  or  costly. 
When  determined  by  NARA  or  jointly 
determined  by  NARA  and  another 
agency,  the  following  may  be  delayed 
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due  to  the  increased  difficulty  and  cost 
of  conducting  declassification 
processing: 

(1)  Records  requiring  extraordinary 
preservation  or  conservation  treatment, 
to  include  reformatting,  to  preclude 
damage  to  the  records  by 
declassification  processing; 

(ii)  Records  which  pose  a  potential 
menace  to  health,  life,  or  property  due 
to  contamination  by  a  hazardous 
substance;  and 

(iii)  Electronic  media  if  the  media  is 
subject  to  issues  of  software  or  hardware 
obsolescence  or  degraded  data. 

(2)  Referred  records.  Records 
containing  classified  information  that 
originated  with  other  agencies  or  the 
disclosure  of  which  would  affect  the 
interests  or  activities  of  other  agencies 
and  could  reasonably  be  expected  to  fall 
under  one  or  more  of  the  exemption 
categories  of  section  3.3(b)  of  the  Order 
shall  be  identified  prior  to  the  onset  of 
automatic  declassification  for  later 
referral  to  those  agencies. 
Declassification  reviewers  shall  be 
trained  periodically  on  other  agency 
equities  to  aid  in  the  proper 
identification  of  other  agency  equities 
eligible  for  referral. 

0)  Information  properly  identified  as 
a  referral  to  another  agency  contained  in 
records  accessioned  by  NARA  or  in  the 
custody  of  the  presidential  libraries 
shall  be  subject  to  automatic 
declassification  only  after  the  referral 
has  been  made  available  by  NARA  for 
agency  review  in  accordance  with 
§  2001.34,  provided  the  information  has 
not  otherwise  been  properly  exempted 
by  an  equity  holding  agency  under 
section  3.3  of  the  Order. 

(ii)  Information  properly  identified  as 
a  referral  to  another  agency  contained  in 
records  maintained  in  the  physical,  but 
not  legal,  custody  of  NARA  shall  be 
subject  to  automatic  declassification 
after  accessioning  and  in  accordance 
with  §  2001.34,  provided  the 
information  has  not  otherwise  been 
properly  exempted  by  an  equity  holding 
agency  under  section  3.3  of  the  Order. 

(3)  Newly  discovered  records.  An 
agency  head  or  senior  agency  official 
must  consult  with  the  Director  of  ISOO 
on  any  decision  to  delay  automatic 
declassification  of  newly  discovered 
records  no  later  than  90  days,  from  the 
discovery  of  the  records.  The 
notification  shall  identify  the  records, 
their  volume,  the  anticipated  date  for 
declassification,  and  the  circumstances 
of  the  discovery.  An  agency  may  be 
granted  up  to  three  years  from  the  date 
of  discovery  to  make  a  declassification, 
exemption,  or  referral  determination.  If 
referrals  to  other  agencies  are  properly 
identified,  they  will  be  handled  in 


accordance  with  subpareigraphs  2(i)  and 
2(ii)  above. 

(4)  Integral  file  blocks.  Classified 
records  within  an  integral  file  block  that 
are  otherwise  subject  to  automatic 
declassification  under  section  3.3  of  the 
Order  shall  not  be  automatically 
declassified  until  December  31  of  the 
year  that  is  25  years  from  the  date  of  the 
most  recent  record  within  the  file  block. 
For  purposes  of  automatic 
declassification,  integral  file  blocks 
shall  contain  only  records  dated  within 
ten  years  of  the  oldest  record  in  the  file 
block.  Integral  file  blobks  applied  prior 
to  December  29,  2009,  that  cover  more 
than  ten  years  remain  in  effect  until 
December  31,  2012,  unless  an  agency 
requests  em  extension  from  the  Director 
of  ISOO  on  a  case-by-case  basis  prior  to 
December  31,  2011,  which  is 
subsequently  approved. 

(5)  File  series  exemptions.  Agencies 
seeking  to  delay  the  automatic 
declassification  of  a  specific  series  of 
records  as  defined  in  section  6.1(r)  of 
the  Order  because  it  almost  invariably 
contains  information  that  falls  within 
one  or  more  of  the  exemption  categories 
under  section  3.3(b)  must  submit  their 
request  in  accordance  with  section 
3.3(c)  of  the  Order  to  the  Director  of 
ISOO,  serving  as  Executive  Secretary  of 
the  Panel,  at  least  one  year  prior  to  the 
onset  of  automatic  declassification. 

Once  approved  by  the  Panel,  the  records 
in  the  file  series  exemption  remain 
subject  to  section  3.5  of  the  Order.  This 
delay  applies  only  to  records  within  the 
specific  file  series.  Copies  of  records 
within  the  specific  file  series  or  records 
of  a  similar  topic  to  the  specific  file 
series  located  elsewhere  may  be 
exempted  in  accordance  with 
exemptions  approved  by  the  Panel. 

(o)  Redaction  standard.  Agencies  are 
encouraged  but  me  not  required  to 
redact  documents  that  contain 
information  that  is  exempt  from 
automatic  declassification  under  section 
3.3  of  the  Order,  especially  if  the 
information  that  must  remain  classified 
comprises  a  relatively  small  portion  of 
the  document.  Any  such  redactions 
shall  be  performed  in  accordance  with 
policies  and  procedures  established  in 
accordance  with  §  2001.45(d). 

(p)  Restricted  Data  and  Formerly 
Restricted  Data.  (1)  Restricted  Data  and 
Formerly  Restricted  Dat3  are  excluded 
from  the  automatic  declassification 
requirements  in  section  3.3  of  the  Order 
because  they  are  classified  under  the 
Atomic  Energy  Act  of  1954,  as  amended. 
Restricted  Data  concerns: 

(i)  The  design,  manufacture,  or 
utilization  of  atomic  weapons; 


(ii)  The  production  of  special  nuclear 
material,  e.g.,  enriched  uranium  or 
plutoniuni;  or 

(iii)  The  use  of  special  nuclear 
material  in  the  production  of  energy. 

(2)  Formerly  Restricted  Data  is 
information  that  is  still  classified  under 
the  Atomic  Energy  Act  of  1954,  as 
amended,  but  which  has  been  removed 
from  the  Restricted  Data  category 
because  it  is  related  primarily  to  the 
military  utilization  of  atomic  weapons. 

(3)  Any  document  marked  as 
containing  Restricted  Data  or  Formerly 
Restricted  Data  or  identified  as 
potentially  containing  unmarked 
Restricted  Data  or  Formerly  Restricted 
Data  shall  be  referred  to  the  Department 
of  Energy  in  accordance  with 

§  2001.34(b)(8).  . 

(4)  Automatic  declassification  of 
documents  confaining  Restricted  Data  or 
Formerly  Restricted  Data  is  prohibited. 
Documents  marked  as  containing 
Restricted  Data  or  Formerly  Restricted 
Data  are  excluded  from  the  automatic 
declassification  provisions  of  the  Order 
until  the  Restricted  Data  or  Formerly 
Restricted  Data  designation  is  properly 
removed  by  the  Department  of  Energy. 
When  the  Department  of  Energy 
determines  that  a  Restricted  Data  Or 
Formerly  Restricted  Data  designation 
may  be  removed,  any  reijiaining 
information  classified  under  the  Order 
must  be  referred  to  the  appropriate 
agency  in  accordance  with  the 
declassification  provisions  of  the  Order 
and  this  Directive. 

(5)  Any  document  containing 
information  concerning  foreign  nuclear 
programs  that  was  removed  from  the 
Restricted  Data  category  in  order  to 
carry  out  provisions  of  the  National 
Security  Act  of-1947,  as  amended,  shall 
be  referred  to  the  Department  of  Energy. 

(6)  The  Secretary  of  Energy  shall 
determine  when  information  concerning 
foreign  nuclear  programs  that  was 
removed  fi'om  the  Restricted  Data 
category  in  order  to  carry  out  the 
provisions  of  the  National  Security  Act 
of  1947,  as  amended,  may  be 
declassified.  Unless  otherwise 
determined,  information  concerning 
foreign  nuclear  programs  (e.g., 
intelligence  assessments  or  reports, 
foreign  nuclear  program  information 
provided  to  the  U.S.  Government)  shall 
be  declassified  when  comparable 
information  concerning  the  United 
States  nuclear  program  is  declassified. 
When  the  Secretary  of  Energy 
determines  that  information  concerning 
foreign  nuclear  programs  may  be 
declassified,  any  remaining  information, 
classified  under  the  Order  must  be 
referred  to  the  appropriate  agency  in 
accordance  with  the  declassification 
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provisions  of  the  Order  and  this 
Directive. 

§  2001 .31  Systematic  declassification 
review. 

(a)  General.  Agencies  shall  establish 
systematic  review  programs  for  those 
records  containing  information 
exempted  from  automatic 
declassification.  This  includes 
individual  records  as  well  as  file  series 
of  records.  Agencies  shall  prioritize 
their  review  of  such  records  in 
accordance  with  priorities  established 
by  the  NDC. 

§  2001 .32  Declassification  guides. 

(a)  Preparation  of  declassification 
guides.  Beginning  one  year  after  the 
effective  date  of  this  directive, 
declassification  guides  must  be 
submitted  to  the  Director  of  ISOO, 
serving  as  the  Executive  Secretary  of  the 
Panel,  at  least  one  year  prior  to  the  onset 
of  automatic  declassification  for 
approval  by  the  Panel.  Currently 
approved  guides  remain  in  effect  until  ’ 
a  new  guide  is  appro\'ed,  to  the  extent 
they  are  otherwise  applied  consistent 
with  section  3.3(b)  of  the  Order.  The 
information  to  be  exempted  must  be 
narrowly  defined,  with  sufficient 
specificity  to  allow  the  user  to  identify 
the  information  with  precision. 
Exemptions  must  be  based  upon 
specific  content  and  not  type  of 
document.  Exemptions  for  general 
categories  of  information  are  not 
acceptable.  Agencies  must  prepare 
guides  that  clearly  delineate  between 
the  exemptions  proposed  under  sections 
3.3(b),  3.3(h)(1)  and  (2),  and  3.3(h)(3). 

(h)  General  content  of  declassification 
guides.  Declassification  guides  must  be 
specific  and  detailed  as  to  the 
information  requiring  continued 
classification  and  clearly  and 
demonstrably  explain  the  reasons  for 
continued  classification. 

Declassification  guides  shall: 

(1)  Be  submitted  by  the  agency  head 
or  the  designated  senior  agency  official; 

(2)  Provide  the  date  of  issuance  or  last 
review; 

(3)  State  precisely  the  informatio."! 
that  the  agency  proposes  to  exempt  from 
automatic  declassification  and  to 
specifically  declassify; 

(4)  Identify  any  related  files  series  that 
have  been  exempted  from  automatic 
declassification  pursuant  to  section 
3.3(c)  of  the  Order;  and 

(5)  To  the  extent  a  guide  is  used  in 
conjunction  with  the  automatic 
declassification  provisions  in  section 
3.3  of  the  Order,  state  precisely  the 
elements  of  infon^iation  to  be  exempted 
from  declassification  to  include: 

(i)  The  appropriate  exemption 
category  listed  in  section  3.3(b),  and,  if 


appropriate,  section  3.3(h)  of  the  Order; 
and 

(ii)  A  date  or  event  Tor  declassification 
that  is  in  accordance  with  section  3.3(b) 
or  section  3.3(h). 

(c)  Internal  review  and  update. 

Agency  declassification  guides  shall  be 
reviewed  and  updated  as  circumstances 
require,  but  at  least  once  every  five 
years.  Each  agency  shall  maintain  a  list 
of  its  declassification  guides  in  use. 

(d)  Dissemination  of  guides.  (1) 
Declassification  guides  shall  be 
disseminated  within  the  agency  to  be 
used  by  all  personnel  with 
declassification  review  responsibilities. 

(2)  Declassification  guides  or  detailed 
declassification  guidance  shall  be 
submitted  to  the  Director  of  the  NDC  in 
accordance  with  section  3.7(b)(3)  of  the 
Order. 

§  2001 .33  Mandatory  review  for 
declassification. 

(a)  U.S.  originated  information — (1) 
Regulations.  Each  agency  shall  publish, 
and  update  as  needed  or  required,  in  the 
Federal  Register  regulations  concerning 
the  handling  of  mandatory 
declassification  review  requests,  to 
include  the  identity  of  the  person(s)  or 
office(s)  to  which  requests  should  be 
addressed. 

(2)  Processing — (i)  Requests  for 
classified  records' in  the  custody  of  the 
originating  agency.  A  valid  mandatory 
declassification  review  request  must  be 
of  sufficient  specificity  to  allow  agency 
personnel  to  locate  the  records 
containing  the  information  sought  with 
a  reasonable  amount  of  effort.  Requests 
for  broad  types  of  information,  entire 
file  series  of  records,  or  similar  non¬ 
specific  requests  may  be  denied  by 
agencies  for  processing  under  this 
section.  In  responding  to  mandatory 
declassification  review  requests, 
agencies  shall  make  a  final 
determination  within  one  year  from  the 
date  of  receipt.  When  information 
cannot  be  declassified  in  its  entirety, 
agencies  shall  make  reasonable  efforts  to 
release,  consistent  with  other  applicable 
laws,  those  declassified  portions  of  the 
requested  information  that  constitute  a 
coherent  segment.  Upon  denial,  in 
whole  or  in  part,  of  an  initial  request, 
the  agency  shall  also  notify  the 
requestor  of  the  right  of  an 
administrative  appeal,  which  must  be 
filed  within  60  days  of  receipt  of  the 
denial.  Agencies  receiving  mandatory 
review  requests  are  expected  to  conduct 
a  line-by-line  review  of  the  record(s)  for 
public  access  and  are  expected  to 
release  the  information  to  the  requestor, 
unless  that  information  is  prohibited 
from  release  under  the  provisions  of  a 
statutory  authority,  such  as,  but  not 


limited  to, -the  Freedom  of  Information 
Act,  (5  LJ.S.C.  552),  as  amended,  the 
Presidential  Records  Act  of  1978  (44  _ 
U.S.C.  2201-2207),  or  the  National 
Security  Act  of  1947  (Pub.  L.  235,  61 
Stat.  496,  50  U.S.C.  "Chapter  15). 

(ii)  Requests  for  classified  records  in 
the  custody  of  an  agency  other  than  the 
originating  agency.  When  an  agency 
receives  a  mandatory  declassification 
review  request  for  records  in  its 
possession  that  were  originated  by 
another  agency,  it  shall  refer  the  request 
and  the  pertinent  records  to  the 
originating  agency.  However,  if  the 
originating  agency  has  previously 
agreed  that  the  custodial  agency  may 
review  its  records,  the  custodial  agency 
shall  review  the  requested  records  in 
accordance  with  declassification  guides 
or  guidelines  provided  by  the 
originating  agency.  Upon  receipt  of  a 
request  from  the  referring  agency,  the 
originating  agency  shall  promptly 
process  the  request  for  declassification 
and  release  in  accordance  with  this 
section.  The  originating  agency  shall 
communicate  its  declassification 
determination  to  the  referring  agency. 
The  referring  agency  is  responsible  for 
collecting  all  agency  review  results  and 
informing  the  requestor  of  any  final 
decision  regarding  the  declassification 
of  the  requested  information  unless  a 
prior  arrangement  has  been  made  with 
the  originating  agency. 

(iii)  Appeals  of  denials  of  mandatory 
declassification  review  requests.  The 
agency  appellate  authority  shall 
normally  make  a  determination  within 
60  working  days  following  the  receipt  of 
an  appeal.  If  additional  time  is  required 
to  make  a  determination,  the  agency 
appellate  authority  shall  notify  the 
requester  of  the  additional  time  needed 
and  provide  the  requester  with  the 
reason  for  the  extension.  The  agency 
appellate  authority  shall  notify  the 
requestor  in  writing  of  the  final 
determination  and  of  the  reasons  for  any 
denial.  The  appellate  authority  must 
inform  the  requestor  of  his  or  her  final 
appeal  rights  to  the  Panel. 

(iv)  Appeals  to  the  Interagency 
Security  Classification  Appeals  Panel. 

In  accordance  with* section  5.3(c)  of  the 
Order,  the  Panel  shall  publish  in  the 
Federal  Register  the  rules  and 
procedures  for  bringing  mandatory 
declassification  appeals  before  it. 

(v)  Records  subject  to  mandatory 
declassification  review.  Records 
containing  information  exempted  from 
automatic  declassification  in  accordance 
with  section  3.3(c)  of  the  Order  or  with 

§  2001.30(n)(l)  are  still  subject  to  the 
mandatory  declassification  review 
provisions  of  section  3.5  of  the  Order. 
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(b)  Foreign  government  information. 
Except  as  provided  in  this  paragraph, 
agencies  shall  process  mandatory 
declassification  review  requests  for 
classified  records  containing  foreign 
government  information  in  accordance 
with  this  section.  The  declassifying 
agency  is  the  agency  that  initially 
received  or  classified  the  information. 
When  foreign  government  information 
is  being  considered  for  declassification, 
the  declassifying  agency  shall  determine 
whether  the  information  is  subject  to  a 
treaty  or  international  agreement  that 
does  not  permit  automatic  or  unilateral 
declassification.  The  declassifying 
agency  or  the  Department  of  State,  as 
appropriate,  may  consult  with  the 
foreign  government(s)  prior  to 
declassification. 

(c)  Cryptologic  information. 

Mandatory  declassification  review 
requests  for  cryptologic  information 
shall  be  processed  in  accordance  with 
special  procedures  issued  by  the 
Secretary  of  Defense  and,  when 
cryptologic  information  pertains  to 
intelligence  activities,  the  Director  of 
National  Intelligence. 

(d)  Intelligence  information. 

Mandatory  declassification  review 
requests  for  information  pertaining  to 
intelligence  sources,  methods,  and 
activities  shall  be  processed  in 
accordance  with  special  procedures 
issued  by  the  Director  of  National 
Intelligence. 

(e)  Fees.  In  responding  to  mandatory 
declassification  review  requests  for 
classified  records,  agency  heads  may 
charge  fees  in  accordance  with  31  U.S.C. 
9701  or  relevant  fee  provisions  in  other 
applicable  statutes. 

(f)  Requests  filed  under  mandatory 
declassification  review  and  the  Freedom 
of  information  Act.  When  a  requester 
submits  a  request  both  under  mandatory 
declassification  review  and  the  Freedom 
of  Information  Act  (FOIA),  the  agency 
shall  require  the  requestor  to  select  one 
process  or  the  other.  If  the  requestor 
fails  to  select  one  or  the  other,  the 
request  will  be  treated  as  a  FOIA  request 
unless  the  requested  materials  are 
subject  only  to  mandatory 
declassification  review. 

(g)  FOIA  and  Privady  Act  requests. 
Agency  heads  shall  process  requests  for 
declassification  that  are  submitted 
under  the  provisions  of  the  FOIA,  as 
amended,  or  the  Privacy  Act  of  1974  (5 
U.S.C.  552a),  as  amended,  in  accordance 
with  the  provisions  of  those  Acts. 

(h)  Redaction  standard.  Agencies 
shall  redact  documents  that  are  the 
subject  of  an  access  demand  unless  the 
overall  meaning  or  informational  value 
of  the  document  is  clearly  distorted  by 
redaction.  The  specific  reason  for  the 


redaction,  as  provided  for  in  section  1.4 
or  3.3(b)  of  the  Order,  as  applicable, 
must  be  included  for  each  redaction. 
Information  that  is  redacted  due  to  a 
statutory  authority  must  be  clearly 
marked  with  the  specific  authority  that 
authorizes  the  redaction.  Any  such 
redactions  shall  be  performed  in 
accordance  with  policies  and 
procedures  established  in  accordance 
with  §  2001.45(d). 

(i)  Limitations  on  requests.  Requests 
for  mandatory  declassification  review 
made  to  an  element  of  the  Intelligence 
Community  by  anyofie  other  than  a 
citizen  of  the  United  States  or  an  alien 
lawfully  admitted  for  permanent 
residence,  may  be  denied  by  the 
receiving  Intelligence  Community 
element.  Documents  required  to  be 
submitted  for  pre-publication  review  or 
other  administrative  process  pursuant  to 
an  approved  nondisclosure  agreement 
are  not  subject  to  mandatory 
declassification  review. 

§2001.34  Referrals. 

(a)  General.  Referrals  are  required 
under  sections  3.3(d)(3)  and  3.6(b)  of  the 
Order  in  order  to  ensure  the  timely, 
efficient,  and  effective  processing  of 
reviews  and  requests  and  in  order  to 
protect  classified  information  ft-om 
inadvertent  disclosure.' 

(b)  Automatic  declassification.  The 
referral  process  for  records  subject  to 
automatic  declassification  entails 
identification  of  records  containing 
classified  information  that  originated 
with  other  agencies  or  the  -disclosure  of 
which  would  affect  the  interests  or 
activities  of  other  agencies.  Those 
records  that  could  reasonably  be 
expected  to  fall  under  one  or  more  of 
the  exemptions  in  section  3.3(b)  of  the 
Order  are  eligible  for  referral.  The 
referral  process  also  entails  formal 
notification  to  those  agencies,  making 
the  records  available  for  review  by  those 
agencies,  and  recording  final  agency 
determinations. 

(1)  In  accordance  with  section 
3.3(d)(3)  of  the  Order,  the  identification 

■  of  records  eligible  for  referral  is  the 
responsibility  of  the  primary  reviewing 
agency  and  shall  be  completed  prior  to 
the  date  of  automatic  declassification 
established  by  section  3.3(a)  of  the 
Order. 

(2)  Except  as  otherwise  determined  by 
the  Director  of  the  NDC,  primjuy 
reviewing  agencies  shall  utilize  the 
Standard  Form  715,  Government 
Declassification  Review  Tab,  to  tab  and 
identify  any  Federal  record  requiring 
referral  and  record  the  referral  in  a 
manner  that  provides  the  referral 
information  in  an  NDC  database  system. 


(3)  Notification  of  referral  of  records 
accessioned  into  NARA  or  in  the 
custody  of  the  presidential  libraries,  and 
making  the  records  available  for  review, 
is  the  responsibility  of  NARA  and  shall 
be  accomplished  through  the  NDC. 

(4)  Within  180  days  of  the  effective 
date  of  this  provision,  the  NDC  shall 
develop  and  provide  the  affected 
agencies  with  a  comprehensive  and  • 
prioritized  schedule  for  the  resolution  of 
referrals  contained  in  accessioned 
Federal  records  and  Presidential 
records.  The  schedule  shall  be 
developed  in  consultation  with  the 
affected  agencies,  consider  the  public 
interest  in  the  records,  and  be  in 
accordance  with  the  authorized  delays 
to  automatic  declassification  set  forth  in 
section  3.3(d)  of  the  Order.  The  initial 
schedule  shall  cover  the  balance  of  the 
first  effective  fiscal  year  and  four 
subsequent  fiscal  years.  Thereafter,  the 
schedule  shall  cover  five  fiscal  years. 

The  NDC  shall  consult  with  the  affected 
agencies  and  update  and  provide  such 
schedules  annually. 

(5)  The  NDC  shall  provide  formal 
notification  of  the  availability  of  a 
referral  to  the  receiving  agency  and 
records  will  be  subject  to  automatic 
declassification  in  accordance  with  the 
schedule  promulgated  by  the  NDC  in 
paragraph  (b)(4)  of  this  section,  unless 
the  information  has  been  properly 
exempted  by  an  equity  holding  agency 
under  section  3.3  of  the  Order. 

(6)  Records  in  the  physical  but  not 
legal  custody  of  NARA  shall  be  subject 
to  automatic  declassification  after 
accessioning  and  in  accordance  with 
paragraphs  (b)(3)  and  (b)(5)  of  this 
section. 

(7)  Agencies  that  establish  a 
centralized  facility  as  described  in 
section  3.7(e)  may  make  direct  referrals 
provided  such  activities  fall  within  the 
priorities  and  schedule  established  by 
the  NDC  and  the  activity  is  otherwise 
coordinated  with  the  NDC.  In  such 
cases,  the  centralized  facility  is 
responsible  for  providing  formal 
notification  of  a  referral  to  receiving 
agencies  and  for  making  the  records 
available  for  review  or  direct  formal 
referral  to  agencies  by  providing  a  copy 
of  the  records  unless  another 
mechanism  is  identified  in  coordination 
with  the  NDC.  As  established  in  section 
3.3(d)(3)(B),  referrals  to  agencies  fi’om  a 
centralized  agency  records  facility  as 
described  in  section  3.7(e)  of  the  Order 
will  be  automatically  declassified  up  to 
three  years  after  the  formal  notification 
has  been  made,  if  the  receiving  agency 
fails  to  provide  a  final  determination. 

(8)  Records  marked  as  containing 
Restricted  Data  or  Formerly  Restricted 
Data  or  identified  as  potentially 
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containing  unmarked  Restricted  Data  or 
Formerly  Restricted  Data  shall  be 
referred  to  the  Department  of  Energy 
through  the  NDC.  If  the  Department  of 
Energy  confirms  that  the  document 
contains  Restricted  Data  or  Formerly 
Restricted  Data,  it  shall  then  be 
excluded  from  the  automatic 
declassification  provisions  of  the  Order 
until  the  Restricted  Data  or  Formerly 
Restricted  Data  designation  is  properly 
removed. 

(i)  When  the  Department  of  Energy 
provides  notification  that  a  Restricted 
Data  or  Formerly  Restricted  Data  • 
designation  is  not  appropriate  or  when 

it  is  properly  removed,  the  record  shall  ' 
be  processed  for  automatic 
declassification  through  the  NDC. 

(ii)  In  all  cases,  should  the  record  be 
the  subject  of  an  access  demand  made 
pursuant  to  the  Order  or  provision  of 
law,  the  information  classified  pursuant 
to  Executive  order  (rather  than  the 
Atomic  Energy  Act,  as  amended)  must 
stand  on  its  own  merits. 

(9)  The  NDC,  as  well  as  any 
centralized  agency  facility  established 
under  section  3.7(e)  of  the  Order,  shall 
track  and  documant  referral  actions  and 
decisions  in  a  manner  that  facilitates 
archival  processing  for  public  access. 
Central  agency  facilities  must  work  with 
the  NDC  to  ensure  documentation  meets 
NDC  requirements,  and  transfer  all 
documentation  on  pending  referral 
actions  and  referral  decisions  to  the 
NDC  when  transferring  the  records  to 
NARA. 

(10)  In  all  cases,  receiving  agencies 
shall  acknowledge  receipt  of  formal 
referral  notifications  in  a  timely  manner. 
If  a  disagreement  arises  concerning 
referral  notifications,  the  Director  of 
ISOO  will  determine  the  automatic 
declassification  date  and  notify  the 
senior  agency  official,  as  well  as  the 
NDC  or  the  primary  reviewing  agency 

(11)  Remote  Archives  Capture  (RAC). 
Presidential  records  or  materials 
scanned  in  the  RAC  process  shall  be 
prioritized  and  scheduled  for  review  by 
the  NDC.  The  initial  notification  shall 
be  made  to  the  agency  with  prima."y 
equity,  which  shall  have  up  to  one  year 
to  act  on  its  information  and  to  identify 
all  other  equities  eligible  for  referral.  All 
such  additional  referrals  in  an 
individual  record  shall  be  made  at  the 
same  time,  and  once  notified  by  the 
NDC  of  an  eligible  referral,  such 
receiving  agencies  shall  have  up  to  one 
year  to  review  the  records  before  the 
onset  of  automatic  declassification. 

(c)  Agencies  eligible  to  receive 
referrals.  The  Dijjector  of  ISOO  will 
publish  annually  a  list  of  those  agencies 
eligible  to  receive  referrals  for  each 
calendar  year. 


(d)  Systematic  declassification  review. 
The  identification  of  equities  shall  be 
accomplished  in  accordance  with 
paragraph  (b)  of  this  section.  Priorities 
for  review  will  be  established  by  the 
NDC. 

(e)  Identification  of  interests  other 

than  national  security.  Referrals  under 
sections  3.3(d)(3)  and  3.6(b)  of  the  Order 
shall  be  assumed  to  be  intended  for  later 
public  release  unless  withholding  is 
otherwise  authorized  and  warranted 
under  applicable  law.  If  a  receiving 
agency  proposes  to  withhold  any  such 
information,  it  must  notify  the  referring 
agency  at  the  time  they  otherwise 
respond  to  the  referral.  Such 
notification  shall  identify  the  specific 
information  at  issue  and  the  pertinent 
law.  • 

§  2001 .35  Discretionary  declassification. 

(a)  In  accordance  with  section  3.1(d) 

■  of  the  Order,  agencies  may  declassify 

information  when  the  public  interest  in 
disclosure  outweighs  the  need  for 
continued  classification. 

(b)  Agencies  may  also  establish  a 
discretionary  declassification  program 
that  is  separate  from  their  automatic, 
systematic,  and  mandatory  review 
programs. 

§  2001 .36  Classified  information  in  the 
custody  of  private  organizations  or 
individuals. 

(a)  Authorized  holders.  Agencies  may 
allow  for  the  holding  of  classified 
information  by  a  private  organization  or 
individual  provided  that  all  access  and 
safeguarding  requirements  of  the  Order 
have  been  met.  Agencies  must  provide 
declassification  assistance  to  such 
organizations  or  individuals. 

(b)  Others.  Anyone  who  becomes 
aware  of  organizations  or  individuals 
who  possess  potentially  classified 
national  security  inforniation  outside  of 
government  control  must  contact  the 
Director  of  ISOO  for  guidance  and 
assistance.  The  Director  of  ISOO,  in 
consultation  with  other  agencies,  as 
appropriate,  will  ensure  that  the 
safeguarding  and  declassification 
requirements  of  the  Order  are  met. 

§  2001 .37  Assistance  to  the  Department  of 
State. 

Heads  of  agencies  shall  assist  the 
Department  of  State  in  its  preparation  of 
the  Foreign  Relations  of  the  United 
States  (FRUS)  series  by  facilitating 
access  to  appropriate  classified 
materials  in  their  custody  and  by 
expediting  declassification  review  of 
documents  proposed  for  inclusion  in 
the  FRUS.  If  an  agency  fails  to  provide 
a  final  declassification  review 
determination  regarding  a  Department 
of  State  referral  within  120  days  of  the 


date  of  the  referral,  or  if  applicable, 
within  120  days  of  the  date  of  a  High 
Level  Panel  decision,  the  Department  of 
State,  consistent  with  22  U.S.C.  4353 
and  any  implementing  agency 
procedures,  may  seek  the  assistance  of 
the  Panel. 

Subpart  E— Safeguarding 

§2001.40  General. 

(a)  Classified  information,  regardless 
of  its  form,  shall  be  afforded  a  level  of 
protection  against  loss  or  unauthorized 
disclosure  commensurate  with  its  level 
of  classification. 

(b)  Except  for  foreign  government 
information,  agency  heads  or  their 
designee(s)  may  adopt  alternative 
measures,  using  risk  management 
principles,  to  protect  against  loss  or 
unauthorized  disclosure  when 
necessary  to  meet  operational 
requirements.  When  alternative 
measures  are  used  for  other  than 
temporary,  unique  situations,  the 
alternative  measures  shall  be 
documented  and  provided  to  the 
Director  of  ISOO.  Upon  request,  the 
description  shall  be  provided  to  any 
other  agency  with  which  classified 
information  or  secure  facilities  are 
shared.  In  all  cases,  the  alternative 
measures  shall  provide  protection 
sufficient  to  reasonably  deter  and  detect 
loss  or  unauthorized  disclosure.  Risk 
management  factors  considered  will 
include  sensitivity,  value,  and  crucial 
nature  of  the  information;  analysis  of 
known  and  anticipated  threats; 
vulnerability;  and  countermeasure 
benefits  versus  cost. 

(c)  North  Atlantic  Treaty  Organization 
(NATO)  classified  information  shall  be 
safeguarded  in  compliance  with  U.S. 
Security  Authority  for  NATO 
Instruction  (USSAN)  1-07.  Other 
foreign  government  information  shall  be 
safeguarded  as  described  herein  for  U.S. 
information  except  as  required  by  an 
existing  treaty,  agreement  or  other 
obligation  (hereinafter,  obligation). 
When  the  information  is  to  be 
safeguarded  pursuant  to  an  existing 
obligation,  the  additional  requirements 
at  §  2001.54  may  apply  to  the  extent 
they  were  required  in  the  obligation  as 
originally  negotiated  or  are  agreed  upon 
during  amendment.  Negotiations  on 
new  obligations  or  amendments  to 
existing  obligations  shall  strive  to  bring 
provisions  for  safeguarding  foreign 
government  information  into  accord 
with  standards  for  safeguarding  U.S. 
information  as  described  in  this 
Directive. 

(d)  Need-to-know  determinations.  (1) 
Agency  heads,  through  their  designees, 
shall  identify  organizational  missions 
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and  personnel  requiring  access  to 
classified  information  to  perform  or 
assist  in  authorized  governmental 
functions.  These  mission  and  personnel 
requirements  are  determined  hy  the 
functions  of  an  agency  or  the  roles  and 
responsibilities  of  personnel  in  the 
course  of  their  official  duties.  Personnel 
determinations  shall  be  consistent  vdth  ) 
section  4.1(a)  of  the  Order,  hr'iii  -i 

(2)  In  instances  where  the  provisions 
of  section  4.1(a)  of  the  Order  are  met, 
but  there  is  a  countervailing  need  to 
restrict  the  information,  disagreements 
that  cannot  be  resolved  shall  be  referred 
by  agency  heads  or  designees  to  either 
the  Director  of  ISOO  or,  with  respect  to 
the  Intelligence  Community,  the 
Director  of  National  Intelligence,  as 
appropriate.  Disagreements  concerning 
information  protected  under  section  4.3 
of  the  Order  shall  instead  be  referred  to 
the  appropriate  official  named  in 
section  4.3  of  the  Order. 

§  2001 .41  Responsibilities  of  holders. 

Authorized  persons  who  have  access 
to  classified  information  are  responsible 
for: 

(a)  Protecting  it  from  persons  without 
authorized  access  to  that  information,  to 
include  securing  it  in  approved 
equipment  or  facilities  whenever  it  is 
not  under  the  direct  control  of  an 
authorized  person; 

(b)  Meeting  safeguarding  requirements 
prescribed  by  the  agency  head;  and 

(c)  Ensuring  that  classified 
information  is  not  communicated  over 
unsecured  voice  or  data  circuits,  in 
public  conveyances  or  places,  or  in  any 
other  manner  that  permits  interception 
by  unauthorized  persons. 

§  2001 .42  Standards  for  security 
equipment. 

(a)  Storage.  The  Administrator  of  the 
General  Services  Administration  (GSA) 
shall,  in  coordination  with  agency  heads 
originating  clas^fied  information, 
establish  and  publish  uniform 
standards,  specifications,  qualified 
product  lists  or  databases,  and  supply 
schedules  for  security  equipment 
designed  to  provide  secure  storage  for 
classified  information.  Whenever  new 
secure  storage  equipment  is  procured,  it 
shall  be  in  conformance  with  the 
standards  and  specifications  established 
by  the  Administrator  of  the  GSA,  and 
shall,  to  the  maximum  extent  possible, 
be  of  the  type  availabfe  through  the 
Federal  Supply  System. 

(b)  Destruction.  Effective  January  1, 
2011,  only  equipment  listed  on  an 
Evaluated  Products  List  (EPL)  issued  by 
the  National  Security  Agency  (NSA) 
may  be  utilized  to  destroy  classified 
information  using  any  method  covered 


by  an  EPL.  However,  equipment 
approved  for  use  prior  to  January  1, 

2011,  and  not  found  on  an  EPL,  may  be 
utilized  for  the  dfestruction  of  classified 
inforrqation  until  December  31,  2016. 
Unless  NSA  determines  otherwise, 
whenever  an  EPL  is  revised,  equipment 
removed  ft-om  an  EPL  may  be  utilized 
for  the  destruction  of  classified 
information  up  to  six  years  from  the 
date  of  its  removal  from  an  EPL.  In  all 
cases,  if  any  such  previously  approved 
equipment  Ueeds  to  be  replaced  or 
otherwise  requires  a  rebuild  or 
replacement  of  a  critical  assembly,  the 
unit  must  be  taken  out  of  service  for  the 
destruction  in  accordance  with  this 
section.  The  Administrator  of  the  GSA 
shall,  to  the  maximum  extent  possible, 
coordinate  supply  scheduled  and 
otherwise  seek  to  make  equipment  on 
an  EPL  available  through  the  Federal 
Supply  System. 

§2001.43  Storage. 

(a)  General.  Classified  information 
shall  be  stored  only  under  conditions 
designed  to  deter  anc^detect 
unauthorized  access  to  the  information. 
Storage  at  overseas  locations  shall  be  at 
U.S.  Government-controlled  facilities 
unless  otherwise  stipulated  in  treaties  or 
international  agreements.  Overseas 
storage  standards  for  facilities  under  a 
Chief  of  Mission  are  promulgated  under 
the  authority  of  the  (Overseas  Security 
Policy  Board. 

(b)  Requirements  for  physical 
protection — (1)  Top  Secret.-Top  Secret 
infomiation  shall  be  stored  in  a  GSA- 
approved  security  container,  a  vault 
built  to  Federal  Standard  (FED  STD) 

832,  or  an  open  storage  area  constructed 
in  accordance  with  §  2001.53.  In 
addition,  supplemental  controls  are 
required  as  follows: 

(i)  For  GSA-approved  containers,  one 
of  the  following  supplemental  controls: 

(A)  Inspection  or  the  container  every 
two  hours  by  an  employee  cleared  at 
least  to  the  Secret  level; 

(B)  An  Intrusion  Detection  System 
(IDS)  with  the  personnel  responding  to 
the  alarm  8u-riving  within  15  minutes  of , 
the  alarm  annunciation.  Acceptability  of 
Intrusion  Detection  Equipment  (IDE): 

All  IDE  must  be  in  accordance  with 
standards  approved  by  ISOO. 
Government  and  proprietary  installed, 
maintained,  or  furnished  systems  are 
subject  to  approval  only  by  the  agency 
head;  Or 

(C)  Security-In-Depth  coverage  of  the 
area  in  which  the  container  is  located, 
provided  the  container  is  equipped  with 
a  lock  meeting  Federal  Specification 
FF-L-2740. 

(ii)  For  open  storage  areas  covered  by 
Security-In-Depth,  an  IDS  with  the 


personnel  responding  to  the  alarm 
arriving  within  15  minutes  of  the  alarm 
annunciation. 

(iii)  For  open  storage  areas  not 
covered  by  Security-In-Depth,  personnel 
responding  tolhe  alarm  shall  arrive 
within  five  minutes  of  the  alarm 
annunciation. 

(2)  Secret.  Secret  information  shall  be 
stored  in  the  same  manner  as  Top  Secret 
information  or,  until  October  1,  2012,  in 
a  non-GSA-approved  container  having  a 
built-in  combination  lock  or  in  a  non- 
GSA-approved  container  secured  with  a 
rigid  metal  lockbar  and  an  agency  head 
approved  padlock.  Security-In-Depth  is 
required  in  areas  in  which  a  non-GSA- 
approved  container  or  open  storage  area 
is  located.  Except  for  storage  in  a  GSA- 
approved  container  or  a  vault  built  to 
FED  STD  832,  one  of  the  following 
supplemental  controls  is  required: 

fi)  Inspection  of  the  container  or  open 
storage  area  every  four  hours  by  an 
employee  cleared  at  least  to  the  Secret 
level;  or 

(ii)  An  IDS  with  the  personnel 
responding  to  the  alarm  arriving  within 
30  minutes  of  the  alarm  annunciation. 

(3)  Confidential.  Corffidential 
information  shall  be  stored  in  the  same 
manner  as  prescribed  for  Top  Secret  or 
Secret  information  except  that 
supplemental  controls  are  not  required. 

(c)  Combinations.  Use  and 
maintenance  of  dial-type  locks  and 
other  changeable  combination  locks. 

(1)  Equipment  in  service. 
Combinations  to  dial-type  locks  shall  be 
changed  only  by  persons  authorized 
access  to  the  level  of  information 
protected  unless  other  sufficient 
controls  exist  to  prevent  access  to  the 
lock  or  knowledge  of  the  coiilbination'. 
Combinations  Shall  be  changed  under  ' 
the  following  conditions: 

(1)  Whenever  such  equipment  is 
placed  into  use;  ‘ 

(ii)  Whenever  a  person  knowing  the 
combination  no  longer  requires  access 
to  it  unless  other  sufficient  controls 
exist  to  prevent  access  to  the  lock;  or 

(iii)  Whenever  a  combination  has 

been  subject  to  possible  unauthorized 
disclosure.  ' 

(2)  Equipment  out  of  service.  When 
security  equipment  is  taken  out  of 
service,  it  shall  be  inspected  to  ensure 
that  no  classified  information  remains 
and  the  combination  lock  should  be 
reset  to  a  standard  combination  of  50- 
25-50  for  built-in  combination  locks  or 
10-20^30  for  combination  padlocks. 

(d)  Key  operated  locks.  When  special 
circumstances  exist,  an  agency  head 
may  approve  the  use  of  key  operated 
locks  for  the  storage  of  Secret  and 
Confidentiabinformation.  Whenever 
such  locks'are  used,  administrative 
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procedures  for  the  control  and 
accounting  of  keys  and  locks  shall  be 
included  in  implementing  regulations 
required  under  section  5.4(d)(2)  of  the 
Order. 

(e)  Repairs.  The  neutralization  and 
repair  of  GSA-approved  security 
containers  and  vault  doors  will  be  in 
accordance  with  FED  STD  809.- 

§  2001 .44  Reciprocity  of  use  and 
inspection  of  facilities. 

(a)  Once  a  facility  is  authorized, 
approved,  certified,  or  accredited  for 
classihed  use,  then  all  agencies  desiring 
to  conduct  classified  work  in  the 
designate^  space(s)  at  the  same  security 
level  shall  accept  the  authorization, 
approval,  certification,  or  accreditation 
without  change,  enhancements,  or 
upgrades  provided  that  no  waiver, 
exception,  or  deviation  has  been  issued 
or  approved.  In  the  event  that  a  waiver 
exception,  or  deviation  was  granted  in 
the  original  accreditation  of  the 
designated  space(s),  an  agency  seeking’ 
to  utilize  the  designated  facility  space 
may  require  that  a  risk  mitigation 
strategy  be  implemented  or  agreed  upon 
prior  to  using  the  space(s). 

(b)  Subsequent  security  inspections  or 
reviews  for  authorization,  approval, 
certification,  or  accreditation  purposes 
shall  normally  be  conducted  no  more 
firequently  than  annually  unless 
otherwise  required  due  to  a  change  in 
the  designated  facility  space(s)  or  due  to 
a  change  in  the  use  or  ownership  of  the 
facility  space(s).  This- does  not  imply  a 
formal  one-year  inspection  or  review 
requirement  or  establish  any  other 
formal  period  for  inspections  or  review. 

§2001.45  Information  controls. 

(a)  General.  Agency  heads  shall 
establish  a  system  of  control  measures 
which  assure  that  access  to  classified 
information  is  provided  to  authorized 
persons.  The  control  measures  shall  be 
appropriate  to  the  environment  in 
which  the  access  occurs  and  the  nature 
and  volume  of  the  information.  The 
system  shall  include  technical,  physical, 
and  personnel  control  measures. 
Administrative  control  measures  which 
may  include  records  of  internal 
distribution,  access,  generation, 
inventory,  reproduction,  and 
disposition  of  classified  information 
shall  be  required  when  technical, 
physical  and  personnel  control 
measures  are  insufficient  to  deter  and 
detect  access  by  unauthorized  persons. 

(1)  Combinations.  Combinations  to 
locks  used  to  secure  vaults,  open  storage 
areas,  and  security  containers  that  are 
approved  for  the  safeguarding  of 
classified  information  shall  be  protected 
in  the  same  manner  as  the  highest  level 


of  classified  information  that  the  vault, 
open  storage  area,  or.security  container 
is  used  to  protect. 

(2)  Computer  and  information  system 
passwords.  Passwords  shall  be  protected 
in  the  same  manner  as  the  highest  level 
of  classified  information  that  the 
computer  or  system  is  certified  and 
accredited  to  process.  Passwords  shall 
be  changed  on  a  frequency  determined 
to  be  sufficient  to  meet  the  level  of  risk 
assessed  by  the  agency. 

(b)  Reproduction.  Reproduction  of 
classified  information  shall  be  held  to 
the  minimum  consistent  with 
operational  requirements.  The  following 
additional  control  measures  shall  be 
taken: 

(1)  Reproduction  shall  be 
accomplished  by  authorized  persons 
knowledgeable  of  the  procedures  for 
classified  reproduction: 

(2)  Unless  restricted  by  the  originating 
agency.  Top  Secret,  Secret,  and 
Confidential  information  may  be' 
reproduced  to  the  extent  required  by 
operational  needs,  or  to  facilitate  review 
for  declassification; 

(3)  Copies  of  classified  information 
shall  be  subject  to  the  same  controls  as 
the  original  information;  and 

(4)  The  use  of  technology  that 
prevents,  discourages,  or  detects  the 
unauthorized  reproduction  of  classified 
information  is  encouraged. 

(c)  Forms.  The  use  of  standard  forms 
prescribed  in  Subpart  H  of  this  part  is 
mandatory  for  all  agencies  that  create 
and/or  handle  national  security 
information. 

(d)  Redaction — (1)  Policies  and 
procedures.  Classified  information  may 
be  subject  to  loss,  compromise,  or 
unauthorized  disclosure  if  it  is  not 
correctly  redacted.  Agencies  shall 
establish  policies  and  procedures  for  the 
redaction  of  classified  information  from 
documents  intended  for  release.  Such 
policies  and  procedures  require  the 
approval  of  the  agency  head  and  shall 
be  sufficiently  detailed  to  ensure  that 
redaction  is  performed  consistently  and 
reliably,  using  only  approved  redaction 
methods  that  permanently  remove  the 
classified  information  from  copies  of  the 
documents  intended  for  release. 
Agencies  shall  ensure  that  personnel 
who  perform  redaction  fully  understand 
the  policies,  procedures,  and  methods 
and  are  aware  of  the  vulnerabilities 
surrounding  the  process. 

(2)  Technical  guidance  for  redaction. 
Technical  guidance  concerning 
appropriate  methods,  equipment,  and 
standards  for  the  redaction  of  classified 
electronic  and  optical  media  shall  be 
issued  by  NSA. 


§2001.46  'Transmission. 

(a)  General.  Classified  information 
shall  be  transmitted  and  received  in  an 
authorized  manner  which  ensures  that 
evidence  of  tampering  can  be  detected, 
that  inadvertent  acbess  can  be 
precluded,  and  that  provides  a  method 
which  assures  timely  delivery  to  the 
intended  recipient.  Persons  transmitting 
classified  information  are  responsible 
for  ensuring  that  intended  recipients  are 
authorized  persons  with  the  capability 
to  store  classified  information  in 
accordance  with  this  Directive. 

(b)  Dispatch.  Agency  heads  shall 
establish  procedures  which  ensure  that:, 

(1)  All  classified  information 
physically  transmitted  outside  facilities 
shall  be  enclosed  in  two  layers,  both  of 
which  provide  reasonable  evidence  of 
tampering  and  which  conceal  the 
contents.  The  inner  enclosure  shall 
clearly  identify  the  address  of  both  the 
sender  and  the  intended  recipient,  the 
highest  classification  level  of  the 
contents,  and  any  appropriate  warning 
notices.  The  outer  enclosure  shall  be  the 
same  except  that  no  markings  to 
indicate  that  the  contents  are  classified 
shall  be  visible.  Intended  recipients 
shall  be  identified  by  name  only  as  part 
of  an  attention  line.  The  following 
exceptions  apply: 

(1)  If  the  classified  information  is  an 
internal  component  of  a  packable  item 
of  equipment,  the  outside  shell  or  body 
may  be  considered  as  the  inner 
enclosure  provided  it  does  not  reveal 
classified  information; 

(ii)  If  the  classified  information  is  an 
inaccessible  internal  component  of  a 
bulky  item  of  equipment,  the  outside  or 
body  of  the  item  may  be  considered  to 
be  a  sufficient  enclosure  provided 
observation  of  it  does  not  reveal 
classified  information; 

(iii)  If  the  classified  information  is  an 
item  of  equipment  that  is  not  reasonably 
packable  and  the  shell  or  body  is 
classified,  it  shall  be  concealed  with  an 
opaque  enclosure  that  will  hide  all 
classified  features; 

(iv)  Specialized  shipping  containers, 
including  closed  cargo  transporters  or 
diplomatic  pouch,  may  be  considered 
the  outer  enclosure  when  used;  and 

(v)  When  classified  information  is 
hand-carried  outside  a  facility,  a  locked 
briefcase  may  serve  as  the  outer 
enclosure. 

(2)  Couriers  and  authorized  persons, 
designated  to  hand-carry  classified 
information  shall  ensure  that  the 
information  remains  under  their 
constant  and  continuous  protection  and 
that  direct  point-to-point  delivery  is 
made.  As  an  exception,  agency  heads 
may  approve,  as  a  substitute  for  a 
courier  on  direct  flights,  the  use  of 
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specialized  shipping  containers  that  are 
of  sufficient  construction  to  provide 
evidence  of  forced  entry,  are  secured 
with  a  combination  padlock  meeting 
Federal  Specification  FF-P-110,  are 
equipped  with  an  electronic  seat  that 
would  provide  evidence  of  surreptitious 
entry  and  are  handled  by  the  carrier  in 
a  manner  to  ensure  that  the  container  is 
protected  until  its  delivery  is 
completed. 

(c)  Transmission  methods  within  and 
between  the  U.S.,  Puerto  Rico,  or  a  U.S. 
possession  or  trust  territory. 

(1)  Top  Secret.  Top  Secret  information 
shall  be  transmitted  by  direct  contact 
between  authorized  persons;  the 
Defense  Courier  Service  or  an 
authorized  government  agency  courier 
service;  a  designated  courier  or  escort 
with  Top  Secret  clearance;  electronic 
means  over  approved  communications 
systems.  Under  no  circumstances  will 
Top  Secret  information  be  transmitted 
via  the  U.S.  Postal  Service  or  any  other 
cleared  or  uncleared  commercial  carrier. 

(2)  Secret.  Secret  information  shall  be 
transmitted  by: 

(i)  Any  of  the  methods  established  for 
Top  Secret;  U.S.  Postal  Service  Express 
Mail  and  U.S.  Postal  Service  Registered 
Mail,  as  long  as  the  Waiver  of  Signature 
block  on  the  U.S.  Postal  Service  Express 
Mail  Label  shall  not  be  completed;  and 
cleared  commercial  carriers  or  cleared 
commercial  messenger  services.  The  use 
of  street-side  mail  collection  boxes  is 
strictly  prohibited;  and 

(ii)  Agency  heads  may,  when  a 
requirement  exists  for  overnight 
delivery  within  the  U.S.  and  its 
Territories,  authorize  the  use  of  the 
current  holder  of  the  GSA  contract  for 
overnight  delivery  of  information  for  the 
Executive  Branch  as  long  as  applicable 
postal  regulations  (39  CFR.  Chapter  I) 
are  met.  Any  such  delivery  service  shall 
be  U.S.  owned  and  operated,  provide 
automated  in-transit  tracking  of  the 
classified  information,  and  ensure 
package  integrity  during  transit.  The  • 
contract  shall  require  cooperation  with 
government  inquiries  in  the  event  of  a  ' 
loss,  theft,  or  possible  unauthorized 
disclosure  of  classified  information.  The 
sender  is  responsible  for  ensuring  that 
an  authorized  person  will  be  available 
to  receive  the  delivery  and  verification 
of  the  correct  mailing  address.  The 
package  may  be  addressed  to  the 
recipient  by  name.  The  release  signature 
block  on  the  receipt  label  shall  not  be 
executed  under  any  circumstances.  The 
use  of  external  (street  side)  collection 
boxes  is  prohibited.  Classified 
Communications  Security  Information, 
NATO,  and  foreign  government 
information  shcill  not  be  transmitted  in 
this  manner. 


(3)  Confidential.  Confidential 
information  shall  be  transmitted  by  any 
of  the  methods  established  for  Secret 
information  or  U-.S.  Postal  Service 
Certified  Mail.  In  addition,  when  the 
recipient  is  a  U.S.  Government  facility, 
the  Confidential  information  may  be 
transmitted  via  U.S.  First  Class  Mail. 
However,  Confidential  information  shall 
not  be  transmitted  to  government 
contractor  facilities  via  first  class  mail. 
When  first  class  mail  is  used,  the 
envelope  or  outer  wrapper  shall  be 
marked  to  indicate  that  the  information 
is  not  to  be  forwarded,  but  is  to  be 
returned  to  sender.  The  use  of  streetside 
mail  collection  boxes  is  prohibited. 

(d)  Transmission  methods  to  a  U.S. 
Government  facility  located  outside  the 
U.S.  The  transmission  of  classified 
information  to  a  U.S.  Government 
facility  located  outside  the  50  states,  the 
District  of  Columbia,  the 
Commonwealth  of  Puerto  Rico,  or  a  U.S. 
possession  or  trust  territory,  shall  be  by 
methods  specified  above  for  Top  Secret 
information  or  by  the  Department  of 
State  Courier  Service.  U.S.  Registered 
Mail  through  Military  Postal  Service 
facilities  may  be  used  to  transmit  Secret 
and  Confidential  information  provided 
that  the  information  does  not  at  any 
time  pass  out  of  U.S.  citizen  control  nor 
pass  through  a  foreign  postal  system. 

(e)  Transmission  of  U.S.  classified 
information  to  foreign  governments. 
Such  transmission  shall  take  place 
between  designated  government 
representatives  using  the  government- 
to-govemment  transmission  methods 
described  in  paragraph  (d)  of  this 
section  or  through  channels  agreed  to  by 
the  National  Security  Authorities  of  the 
two  governments.  When  classified 
information  is  transferred  to  a  foreign 
government  or  its  representative  a 
signed  receipt  is  required. 

(f)  Receipt  of  classified  information. 
Agency  heads  shall  establish  procedures 
which  ensure  that  classified  information 
is  received  in  a  manner  which  precludes 
unauthorized  access,  provides  for 
inspection  of  all  classified  information 
received  for  evidence  of  tampering  and 
confirmation  of  contents,  and  ensures 
timely  acknowledgment  of  the  receipt  of 
Top  Secret  and  Secret  information  by  an 
authorized  recipient.  As  noted  in 
paragraph  (e)  of  this  sectidh,  a  receipt 
acknowledgment  of  all  classified 
material  transmitted  to  a  foreign 
government  or  its  representative  is 
required. 

§2001.47  Destruction. 

Classified  information  identified  for 
destruction  shall  be  destroyed 
completely  to  preclude  recognition  or 
reconstruction  of  the  classified 


information  in  accordance  with 
procedures  and  methods  prescribed  by 
agency  heads.  The  methods  and 
equipment  used  to  routinely  destroy 
classified  information  include  burning, 
cross-cut  shredding,  wet-pulping, 
melting,  mutilation,  chemical 
decomposition  or  pulverizing.  Agencies 
shall  comply  with  the  destruction 
equipment  standard  stated  in 
§  2001.42(b)  of  this  Directive. 

§  2001 .48  Loss,  possible  compromise  or 
unauthorized  disclosure. 

(a)  General.  Any  person  who  has 
knowledge  that  classified  information 
has  been  or  may  have  been  lost,  possibly 
compromised  or  disclosed  to  an 
unauthorized  person(s)  shall 
immediately  report  the  circumstances  to 
an  official  designated  for  this  purpose. 

(b)  Cases  involving  information 
originated  by  a  foreign  government  or 
another  U.S.  government  agency. 
Whenever  a  loss  or  possible 
unauthorized  disclosure  involves  the 
classified  information  or  interests  of  a^ 
foreign  government  agency,  or  another 
U.S.  government  agency,  the  department 
or  agency  in  which  the  compromise 
occurred  shall  advise  the  other 
government  agency  or  foreign 
government  of  the  circumstances  and 
findings  that  affect  their  information  or 
interests.  However,  foreign  governments 
normally  will  not  be  advised  of  any 
security  system  vulnerabilities  that 
contributed  to  the  compromise. 

(c)  Inquiry /investigation  and 
corrective  actions.  Agency  heads  shall 
establish  appropriate  procedures  to 
conduct  an  inquiry/investigation  of  a 
loss,  possible  compromise  or 
unauthorized  disclosure  of  classified 
information,  in  ‘order  to  implement 
appropriate  corrective  actions,  which 
may  include  disciplinary  sanctions,  and 
to  ascertain  the  degree  of  damage  to 
national  security. 

(d)  Reports  to  ISOO.  In  accordance 
with  section  5.5(e)(2)  of  the  Order, 
agency  heads  or  senior  agency  officials 
shall  notify  the  Director  of  ISOO  when 
a  violation  occurs  under  paragraphs 
5.5(b)(1),  (2),  or  (3)  of  the  Order  &at: 

(1)  Is  reported  to  oversight  committees 
in  the  Legislative  bremch; 

(2)  May  attract  significant  public 
attention; 

(3)  Involves  large  amounts  of 
classified  information;  or 

(4)  Reveals  a  potential  systemic 
weakness  in  classification,  safeguarding, 
or  declassification  policy  or  practices. 

(e)  Department  of  Justice  and  legal 
counsel  coordination.  Agency  heads 
shall  establish  procedures  to  ensure 
coordination  with  legal  counsel 
whenever  a  formal  action,  beyond  a 
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reprimand,  is  contemplated  against  any 
person  believed  responsible  for  the 
unauthorized  disclosure  of  classified 
information.  Whenever  a  criminal 
violation  appears  to  have  occurred  and 
a  criminal  prosecution  is  contemplated, 
agency  heads  shall  use  established 
procedures  to  ensure  coordination  with: 

(1)  The  Department  of  Justice,  and 

(2)  The  legal  counsel  of  the  agency 
where  the  individual  responsible  is 
assigned  or  employed. 

§2001.49  Special  access  programs. 

(a)  General.  The  safeguarding 
requirements  of  this  Directive  may  be 
enhanced  for  information  in  special 
access  programs  (SAP),  established 
under  the  provisions  of  section  4.3  of 
the  Order  by  the  agency  head 
responsible  for  creating  the  SAP. 

Agency  heads  shall  ensure  that  the 
enhanced  controls  are  based  on  an 
assessment  of  the  value,  critical  nature, 
and  vulnerability  of  the  information.  ^ 

(b)  Significant  interagency  support 
requirements.  Agency  heads  must 
ensure  that  a  Memorandum  of 
Agreement/Understanding  is 
established  for  each  SAP  that  has 
significant  interagency  support 
requirements,  to  appropriately  and  fully 
address  support  requirements  and 
supporting  agency  oversight 
responsibilities  for  that  SAP. 

§  2001 .50  Telecommunications  automated 
information  systems  and  network  security. 

Each  agency  head  shall  ensure  that 
classified  information  electronically 
accessed,  processed,  stored  or 
transmitted  is  protected  in  accordance 
with  applicable  national  policy 
issuances  identified  in  the  Committee 
on  National  Security  Systems  (CNSS) 
issuances  and  the  Intelligence 
Community  Directive  (ICD)  503, 
Intelligence  Community  Information 
j  Technology  Systems  Security  Risk 
1  Management,  Certification,  and 
Accreditation. 

§2001.51  Technical  security. 

1  Based  upon  the  risk  management 
factors  referenced  in  §  2001.40  of  this 
directive,  agency  heads  shall  determine 
the  requirement  for  technical 
countermeasures  such  as  Technical 
Surveillance  Countermeasures  and 
j  TEMPEST  necessary  to  detect  ’or  deter 

:  exploitation  of  classified  information 

through  technical  collection  methods 
*  and  may  apply  countermeasures  in 
accordance  with  NSTISSI  7000, 
TEMPEST  Countefmeasures  for 
Facilities,  and  SPB  Issuance  6-97, 
National  Policy  on  Techrpcal 
Surveillance  Countermeasures. 


§  2001 .52  '  Emergency  authority. 

(a)  Agency  heads  or  any  designee  may 
prescribe  special  provisions  for  the 
dissemination,  transmission, 
safeguarding,  and  destruction  of 
classified  information  during  certain 
emergency  situations. 

(b)  In  emergency  situations,  in  which 
there  is  an  imminent  threat  to  life  or  in 
defense  of  the  homeland,  agency  heads 
or  designees  may  authorize  the 
disclosure  of  classified  information  to 
an  individual  or  individuals  who  are 
otherwise  not  routinely  eligible  for 
access  .under  the  following  conditions: 

(1)  Limit  the  amount  of  classified 
information  disclosed  to  the  absolute 
minimum  to  achieve  the  purpose; 

(2)  Limit  the  number  of  individuals 
who  receive  it; 

(3)  Transmit  the  classified 
information  via  approved  Federal 
-Government  channels  by  the  most 
secure  and  expeditious  method  to 
include  those  required  in  §  2001.46,  or 
other  means  deemed  necessary  when 
time  is  of  the  essencer 

(4)  Provide  instructions  about  what 
specific  information  is  classified  and 
how  it  should  be  safeguarded;  physical 
custody  of  classified  information  must 
remain  with  an  authorized  Federal 
Government  entity,  in  all  but  the  most 
extraordinary  circumstances; 

(5)  Provide  appropriate  briefings  to 
the  recipients  on  their  responsibilities 
not  to  disclose  the  information  and 
obtain  a  signed  nondisclosure 
agreement; 

(6)  Within  72  hours  of  the  disclosure 
of  classified  information,  or  the  earliest 
opportunity  that  the  emergency  permits, 
but  no  later  than  30  days  after  the 
release,  the  disclosing  authority  must 
notify  the  originating  agency  of  the 
information  by  providing  the  following 
information: 

(i)  A  description  of  the  disclosed 
information; 

(ii)  To  whom  the  information  was 
disclosed; 

(iii)  How  the  information  was 
disclosed  and  transmitted; 

(iv)  Reason  for  the  emergency  release; 

(v)  How  the  information  is  being 
safeguarded;  and  - 

(vi)  A  description  of  the  briefings 
provided  and  a  copy  of  the 
nondisclosure  agreements  signed. 

(7)  Information  disclosed  in 
emergency  situations  shall  not  be 
required  to  be  declassified  as  a  result  of 
such  disclosure  or  subsequent  use  by  a 
recipient. 

§  2001 .53  Open  storage  areas. 

This  section  describes  the  minimum 
construction  standards  for  open  storage 
areas. 


(a)  Construction.  The  perimeter  walls, 
floors,  and  ceiling  will  be  permanenfiy 
constructed  and  attached  to  each  other. 
All  construction  must  be  done  in  a 
manner  as  to  provide  visual  evidence  of 
unauthorized  penetration. 

(b)  Doors.  Doors  shall  be  constructed 
of  wood,  metal,  or  other  solid  material. 
Entrance  doors  shall  be  secured  with  a 
built-in  GSA-approved  three-position 
combination  lock.  When  special 
circumstances  exist,  the  agency  head 
may  authorize  other  locks  on  entrance 
doors  for  Secret  and  Confidential 
storage.  Doors  other  than  those  secured 
with  the  aforementioned  locks  shall  be  ^ 
secured  from  the  inside  with  either 
deadbolt  emergency  egress  hardware,  a 
deadbolt,  or  a  rigid  wood  or  metal  bar 
which  extends  across  thd  width  of  the 
door,  or  by  other  means  approved  by  the 
agency  head. 

(c)  Vents,  ducts,  and  miscellaneous 
openings.  All  vents,  ducts,  and  similar 
openings  in  excess  of  96  squarq  inches, 
(and  over  6  inches  in  its  smallest 
dimension)  that  enter  or  pass  through  an 
open  storage  area  shall  be  protected 
with  either  bars,  expanded  metal  grills, 
commercial  metal  sounds  baffles,  or  an 
intrusion  detection  system. 

(d)  Windows.  (1)  All  windows  which 
might  reasonably  afford  visual 
observation  of  classified  activities 
within  the  facility  shall  be  made  opaque 
or  equipped  with  blinds,  drapes,  or 
other  coverings. 

(2)  Windows  within  18  feet  of  the 
ground  will  be  constructed  from  or 
covered  with  materials  which  provide 
protection  from  forced  entry.  The 
protection  provided  to  the  windows 
need  be  no  stronger  than  the  strength  of 
the  contiguous  walls.  Open  storage  areas 
which  are  located  within  a  controlled 
compound  or  equivalent  may  eliminate 
the  requirement  for  forced  entry 
protection  if  the  windows  are  made 
inoperable  either  by  permanently 
sealing  them  or  equipping  them  on  the 
inside  with  a  locking  mechanism  and 
they  are  covered  by  an  IDS  (either 
independently  or  by  the  motion 
detection  sensors  within  the  area). 

§  2001 .54  Foreign  government 
information. 

The  requirements  described  below  are 
additional  baseline  safeguarding 
standards  that  may  be  necessary  for 
foreign  government  information,  other  • 
than  NATO  information,  that  requires 
protection  pursuant  to  an  existing 
treaty,  agreement,  bilateral  exchange  or 
other  obligation.  NATO  classified 
information  shall  be  safeguarded  in 
compliance  with  USSAN  1-07.  To  the 
extent  practical,  and  to  facilitate  its 
control,  foreign  government  information 
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should  be  stored  separately  from  other 
classified  information.  To  avoid 
additional  costs,  separate  storage  may  be 
accomplished  by  methods  such  as 
separate  drawers  of  a  container.  The 
safeguarding  standards  described  in 
paragraphs  (a)  through  (e)  of  this  section 
may  be  modified  if  required  or 
permitted  by  treaties  or  agreements,  or 
for  other  obligations,  with  the  prior 
written  consent  of  the  National  Security 
Authority  of  the  originating  government, 
hereafter  “originating  government.” 

(a)  Top  Secret.  Records  shall  be 
maintained  of  the  receipt,  internal 
distribution,  destruction,  access, 
reproduction,  and  transmittal  of  foreign 
government  Top  Secret  information. 
Reproduction  requires  the  consent  of 
the  originating  government.  Destruction 
will  be  witnessed. 

(b)  Secret.  Records  shall  be 
maintained  of  the  receipt,  external 
dispatch  and  destruction  of  foreign 
govemmept  Secret  information.  Other 
records  may  be  necessary  if  required  by 
the  originator.  Secret  foreign 
government  information  may  be 
reproduced  to  meet  mission . 
requirements  unless  prohibited  by  the 
originator.  Reproduction  shall  be 
recorded  unless  this  requirement  is 
waived  by  the  originator. 

(c)  Confidential.  Records  need  not  be 
maintained  for  foreign  government 
Confidential  information  unless 
required  by  the  originator. 

(d)  Restricted  and  other  foreign 
government  information  provided  in 
confidence.  In  order  to  assure  the 
protection  of  other  foreign  government 
information  provided  in  confidence 
(e.g.,  foreign  government  “Restricted,” 
“Designated,”  or  unclassified  provided 
in  confidence),  such  information  must 
be  classified  under  the  Order.  The 
receiving  agency,  or  a  receiving  U.S. 
contractor,  licensee,  grantee,  or 
certificate  holder  acting  in  accordance 
with  instructions  rece.ved  from  the  U.S. 
Government,  shall  provide  a  degree  of 
protection  to  the  foreign  government 
information  at  least  equivalent  to  that 
required  by  the  government  or 
international  organization  that  provided 
the  information.  When  adequate  to 
achieve  equivalency,  these  standards 
may  be  less  restrictive  than  the 
safeguarding  standards  that  ordinarily 
apply  to  U.S.  Confidential  information. 
If  the  foreign  protection  requirement  is 
lower  than  the  protection  required  for 
U.S.  Confidential  information,  the 
following  requirements  shall  be  met; 

(1)  Documents  may  retain  their 
original  foreign  markings  if  the 
responsible  agency  determines  that 
these  markings  are  adequate  to  meet  the 
purposes  served  by  U.S.  classification 


markings.  Otherwise,  documents  shall 
be  marked,  “This  document  contains 
(insert  name  of  country)  (insert 
classification  level)  information  to  be 
treated  as  U.S.  (insert  classification 
level).”  The  notation,  “Modified 
Handling  Authorized,”  may  be  added  to 
either  the  foreign  or  U.S.  markings 
authorized  for  foreign  government 
information.  If  remarking  foreign 
originated  documents  or  matter  is 
impractical,  an  approved  cover  sheet  is 
an  authorized  option;. 

(2)  Documents  shall  be  provided  only 
to  persons  in  accordancie  with  sections 
4.1(a)  and  (h)  of  the  Order; 

(3)  Individuals  being  given  access 
shall  be  notified  of  applicable  handling 
instructions.  This  may  be  accomplished 
by  a  briefing,  written  instructions,  or  by 
applying  specific  handling  requirements 
to  an  approved  cover  sheet;  • 

(4)  Documents  shall  be  stored  in  such 
a  manner  so  as  to  prevent  unauthorized 
access; 

(5)  Documents  shall  be  transmitted  in 
a  method  approved  for  classified 
information,  unless  this  method  is 
waived  by  the  originating  government. 

(e)  Third-country  transfers.  The 
release  or  disclosure  of  foreign 
government  information  to  any  third- 
country  entity  must  have  the  prior 
consent  of  the  originating  government  if 
required  by  a  treaty,  agreement,  bilateral 
exchange,  or  other  obligation. 

§  2001 .55  Foreign  disclosure  of  classified 
information. 

Classified  information  originating  in 
one  agency  may  be  disseminated  by  any 
other  agency  to  which  it  has  been  made 
available  to  a  foreign  government  or 
international  organization  of 
governments,  or  any  element  thereof,  in 
accordance  with  statute,  the  Order, 
directives  implementing  the  Order, 
direction  of  the  President,  or  with  the 
consent  of  the  originating  agency,  unless 
the  originating  agency  has  determined 
that  prior  authorization  is  required  for 
such  dissemination  and  has  marked  or 
indicated  such  requirement  on  the  - 
medium  containing  the  classified 
information.  Markings  used  to 
implement  this  section  shall  be 
approved  in  accordance  with 
§  2001. 24(j).  With  respect  to  the 
Intelligence  Community,  the  Director  of 
National  Intelligence  may  issue  policy 
directives  or  guidelines  pursuant  to 
section  6.2(b)  of  the  Order  that  modify 
.  such  prior  authorization. 

Subpart  F — Self-Inspections 

§2001.60  General. 

(a)  Purpose.  This  subpart  sets 
standards  for  establishing  and 


maintaining  an  ongoing  agency  self¬ 
inspection  program,  which  shall  include 
regular  reviews  of  representative 
samples  of  the  agency’s  original  and 
derivative  classification  actions. 

(b)  Responsibility.  The  senior  agency 
official  is  responsible  for  directing  and 
administering  the  agency’s  self¬ 
inspection  program.  The  senior  agency 
official  shall  designate  agency  personnel 
to  assist  in  carrying  out  this 
responsibility.  The  program  shall  be 
structured  to  provide  the  senior  agency 
official  with  information  necessary  to 
assess  the  effectiveness  of  the  classified 
national  security  information  program 
within  individual  agency  activities  and 
the  agency  as  a  whole,  in  order  to  enable 
the  senior  agency  official  to  fulfill  his  or 
her  responsibility  to  oversee  the 
agency’s  program  under  section  5.4(d)  of 
the  Order. 

(c)  Approach.  The  senior  agency 
official  shall  determine  the  means  and 
methods  for  the  conduct  of  self¬ 
inspections. 

(1)  Self-inspections  should  evaluate 
the  adherence  to  the  principles  and 
requirements  of  the  (Drder  and  this 
directive  and  the  effectiveness  of  agency 
programs  covering  original 
classification,  derivative  classification, 
declassification,  safeguarding,  security 
violations,  security  education  and 
training,  and  management  and 
oversight. 

(2)  Regular  reviews  of  representative 
samples  of  the  agency’s  original  and 
derivative  classification  actions  shall 
encompass  all  agency  activities  that 
generate  classified  information.  They 
shall  include  a  sample  of  varying  types 
of  classified  information  (in  document 
and  electronic  format  such  as  e-mail)  to 
provide  a  representative  sample  of  the 
activity’s  classification  actions.  The 
sample  shall  be  proportionally  sufficient 
to  enable  a  credible  assessment  of  the. 
agency’s  classified  product.  Agency 
personnel  who  are  assigned  to  conduct 

'  reviews  of  agencies’  original  and 
derivative  classification  actions  shall  be 
knowledgeable  of  the  classification  and 
marking  requirements  of  the  Order  and 
this  directive,  and  have  access  to 
pertinent  security  classification  guides. 
In  accordance  with  section  5.4(d)(4)  of 
the  Order,  the  senior  agency  official 
shall  authorize  appropriate  agency 
officials  to  correct  miscla^sification 
actions. 

(3)  Self-inspections  should  include  a 
review  of  relevant  security  directives 
and  instructions,  as  well  as  interviews 
with  producers  and  users  of  classified 
information. 

(d)  Frequency.  Self-inspections  shall 
be  regular,  ongoing,  and  conducted  at 
least  annually  with  the  senior  agency 
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official  setting  the  frequency  on  the 
basis  of  program  needs  and  the  degree 
of  classification  activity.  Activities  that 
generate  significant  amounts  of 
classified  information  shall  include  a 
representative  sample  of  their  original 
and  derivative  classification  actions. 

(e)  Coverage.  The  senior  agency 
official  shall  establish  self-insp6ctioa 
coverage  requirements  based  on 
program  and  policy  needs.  Agencies 
with  special  access  programs  shall 
evaluate  those  programs  in  accordance 
with  sections  4.3(b)(2)  and  (4)  of  the, 
Order,  at  least  annually. 

(f)  Reporting.  Agencies  shall 
documienrthe  findings  of  self¬ 
inspections  internally. 

(1)  Internal.  The  senior  agency  official 
shall  set  the  format  for  documenting 
self-inspection  findings.  As  part  of 
corrective  action  for  findings  and  other 
concerns  of  a  systemic  nature,  refresher 
security  education  and  training  should 
address  the  underlying  cause(s)  of  the 
issue. 

(2)  External.  The  senior  agency 
official  shall  report  annually  to  the 
Director  of  ISOO  on  the  agency’s  self¬ 
inspection  program.  This  report  shall 
include: 

(i)  A  description  of  the  agency’s  self¬ 
inspection  program  to  include  activities 
assessed,  program  areas  covered,  and 
methodology  utilized; 

(ii)  The  assessment  and  a  summary  of 
the  findings  of  the  agency  self¬ 
inspections  in  the  following  program 
areas:  Original  classification,  derivative 
classification,  declassification, 
safeguarding,  security  violations, 
security  education  and  training,  and 
management  and  oversight; 

(iii)  Specific  information  with  regard 
to  the  findings  of  the  annual  review  of 
the  agency’s  original  and  derivative 
classification  actions  to  include  the 
volume  of  classified  materials  reviewed 
and  the  number  and  type  of 
discrepancies  that  were  identified; 

(iv)  Actions  that  have  been  taken  or 
are  planned  to  correct  identified 
deficiencies  or  misclassification  actions, 
and  to  deter  their  reoccurrence;  and 

(v)  Best  practices  that  were  identified 
during  self-inspections. 

Subpart  G — Security  Education  and 
Training 

§2001.70  General. 

(a)  Purpose.  This  subpart  sets 
standards  for  agency  security  education 
and  training  programs.  Implementation 
of  these  standards  should: 

(1)  Ensure  that  aM  executive  branch 
employees  who  create,  process,  or 
handle  classified  information  have  a 
satisfactory  knowledge  and 


understanding  of  classification, 
safeguarding,  and  declassification 
policies  and  procedures; 

(2)  Increase  uniformity  in  the  conduct 
of  agency  security  education  and 
traihing  programs;  and 

(3)  Reduce  instances  of  over¬ 
classification  or  improper  classification, 
improper  safeguarding,  and 
inappropriate  or  inadequate 
declassification  practices. 

(b)  Responsibility.  The  senior  agency 
official  is  responsible  for  the  agency’s 
security  education  and  training 
program.  The  senior  agency  official 
shall  designate  agency  personnel,  as 
necessary,  to  assist  in  carrying  out  this 
responsibility. 

(c)  Approach.  Security  education  and 
training  should  be  tailored  to  meet  the 
specific  needs  of  the  agency’s  security 
program  and  the  specific  roles 
employees  are  expected  to  play  in  that 
program.  The  agency  official(s) 
responsible  for  the  program  shall 
determine  the  means  and  methods  for 
providing  security  education  and 
training.  Training  methods  may  include 
briefings,  interactive  videos, 
dissemination  of  instructional  materials, 
on-line  presentations,  and  other  media 
and  methods.  Each  agency  shall 
maintain  records  about  the  programs  it 
has  offered  and  employee  participation 
in  them. 

(d)  Frequency.  The  frequency  of 
agency  security  education  and  training 
will  vary  in  accordance  with  the  needs 
of  the  agency’s  security  classification 
program,  subject  to  the  following 
requirements: 

(1)  Initial  training  shall  be  provided  to 
every  person  who  has  met  the  standards 
for  access  to  classified  information  in 
accordance  with  section  4.1  of  the 
Order. 

(2)  Original  classification  authorities 
shall  receive  training  in  proper 
classification  and  declassification  prior 
to  originally  classifying  information  and 
at  least  once  each  calendar  year 
thereafter. 

(3)  Persons  who  apply  derivative 
classification  markings  shall  receive 
training  in  the  proper  application  of  the 
derivative  classification  principles  of 
the  Order  prior  to  derivatively 
classifying  information  and  at  least  once 
every  two  years. 

(4)  Each  agency  shall  provide  some 
form  of  refresher  security  education  and 
training  at  least  annually  for  all  its 
personnel  who  handle  or  generate 
classified  information. 

§  2001 .71  Coverage. 

(a)  General.  Each  department  or 
agency  shall  establish  and  maintain  a 
formal  security  education  and  training 


program  which  provides  for  initial 
training,  refresher  training,  specialized 
training,  and  termination  briefings.  This 
subpart  establishes  fundamental 
security  education  and  training 
standards  for  original  classification 
authorities,  derivative  classifiers, 
declassification  authorities,  security 
managers,  classification  management 
officers,  security  specialists,  and  all 
other  personnel  whose  duties 
significantly  involve  the  creation  or 
handling  of  classified  information. 
Agency  officials  responsible  for  the 
security  education  and  training 
programs  should  determine  the  specific  ' 
training  to  be  provided  according  to  the 
agency’s  program  and  policy  needs. 

(b)  Initial  training.  All  cleared  agency 
personnel  shall  receive  initial  training 
on  basic  security  policies,  principles, 
practices,  and  criminal,  civil,  and 
administrative  penalties.  Such  training 
must  be  provided  in  conjunction  with 
the  granting  of  a  security  clearance,  and 
prior  to  accessing  classified  information. 

(c)  Training  for  original  classification 
authorities.  Original  classification 
authorities  shall  be  provided  detailed 
training  on  proper  classification  and 
declassification,  with  an  emphasis  on 
the  avoidance  of  over-classification.  At 
a  minimum,  the  training  shall  cover 
classification  standards,  classification 
levels,  classification  authority, 
classification  categories,  duration  of 
classification,  identification  and 
markings,  classification  prohibitions 
and  limitations,  sanctions,  classification 
challenges,  security  classification 
guides,  and  information  sharing. 

(1)  Personnel  shall  receive  this 
training  prior  to  originally  classifying 
information. 

(2)  In  addition  to  this  initial  training, 
original  classification  authorities  shall 
receive  training  in  proper  classification 
and  declassification  at  least  once  each 
calendar  year. 

(3)  Original  classification  authorities 
who  do  not  receive  such  mandatory 
training  at  least  once  within  a  calendar 
year  shall  have  their  classification 
authority  suspended  until  such  training 
has  taken  place. 

(i)  An  agency  head,  deputy  agency 
head,  or  senior  agency  official  may  grant 
a  waiver  of  this  requirement  if  an 
individual  is  unable  to  receive  this 
training  due  to  unavoidable 
pircumstances.  All  such  waivers  shall  be 
documented. 

(ii)  Whenever  such  a  waiver  is 
granted,  the  individual  shall  receive  the 
required  training  as  soon  as  practicable. 

(d)  Training  for  persons  who  apply 
derivative  classification  markings. 
Persons  who  apply  derivative 
classification  markings  shall  receive 
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training  in  the  proper  application  of  the 
derivative  classification  principles  of 
the  Order,  emphasizing  the  avoidance  of 
over-classification.  At  a  minimum,  the 
training  shall  cover  the  principles  of 
derivative  classification,  classification 
levels,  duration  of  classification, 
identification  and  markings, 
classification  prohibitions  and 
limitations,  sanctions,  classification 
challenges,  security  classification 
guides,  and  information  sharing. 

(1)  Personnel  shall  receive  this 
training  prior  to  derivatively  classifying 
information. 

(2)  In  addition  to  this  preparatory 
training,  derivative  classifiers  shall 
receive  such  training  at  least  once  every 
two  years. 

(3)  Derivative  classifiers  who  do  not 
receive  such  mandatory  training  at  least 
once  every  two  years  shall  have  their 
authority  to  apply  derivative 
classification  markings  suspended  until 
they  have  received  such  training. 

(i)  An  agency  head,  deputy  agency 
head,  or  senior  agency  official  may  grant 
a  waiver  of  this  requirement  if  an 
individual  is  unable  to  receive  this 
training  due  to  unavoidable 
circumstances.  All  such  waivers  shall  be 
documented. 

(ii)  Whenever  such  a  waiver  is 
granted,  the  individual  shall  receive  the 
required  training  as  soon  as  practicable. 

(e)  Other  specialized  security 
education  and  training.  Classification 
management  officers,  security  managers, 
security  specialists,  declassification 
authorities,  and  all  other  personnel 
whose  duties  significantly  involve  the 
creation  or  hanging  of  classified 
information  shall  receive  more  detailed 
or  additional  training  no  later  than  six 
months  after  assumption  of  duties  that 
require  other  specialized  training. 

(f)  Annual  refresher  security 
education  and  training.  Agencies  shall 
provide  annual  refresher  training  to 
employees  who  create,  process,  or 
handle  classified  information.  Annual 
refiresher  training  should  reinforce  the 
policies,  principles  and  procedures 
covered  in  initial  and  specialized 
training.  Annual  reft^sher  training 
should  also  address  identification  and 
handling  of  other  agency-originated 
information  and  foreign  government 
information,  as  well  as  the  threat  and 
the  techniques  employed  by  foreign 
intelligence  activities  attempting  to 
obtain  classified  information,  and 
advise  personnel  of  penalties  for 
engaging  in  espionage  activities.  Annual 
refiresher  training  should  also  address 
issues  or  concerns  identified  during 
agency  self-inspections. 

(g)  Termination  briefings.  Except  in 
extraordinary  circumstances,  each 


agency  shall  ensure  that  each  employee 
who  is  granted  access  to  classified 
information  and  who  leaves  the  service 
of  the  agency  receives  a  termination 
briefing.  Also,  each  agency  employee 
whose  clearance  is  withdrawn  or 
revoked  must  receive  such  a  briefing.  At 
a  minimum,  termination  briefings  must 
impress  upon  each  employee  the 
continuing  responsibility  not  to  disclose 
any  classified  information  to  which  the 
employee  had  access  and  the  potential 
penalties  for  non-compliance,  and  the 
obligation  to  return  to  the  appropriate 
agency  official  all  classified  documents 
and  materials  in  the  employee’s 
possession. 

(h)  Other  security  education  and 
training.  Agencies  are  encouraged  to 
develop  additional  security  education  • 
and  training  according  to  program  and 
policy  needs.  Such  security  education 
and  training  could  include: 

(1)  Practices  applicable  to  U.S. 
officials  traveling  overseas: 

(2)  Procedures  for  protecting 
classified  information  processed  and 
stored  in  automated  information 
systems; 

(3)  Methods  for  dealing  with 
uncleared  persopnel  who  work  in 
proximity  to  classified  information; 

(4)  Responsibilities  of  personnel 
serving  as  couriers  of  classified 
information;  and 

(5)  Security  requirements  that  govern 
participation  in  international  programs. 

Subpart  H — Standard  Forms 

§  2001 .80  Prescribed  standard  fbrms. 

(a)  General.  The  purpose  of  the 
standard  forms  is  to  promote  the 
implementation  of  the  government-wide 
information  security  program.  Standard 
forms  are  prescribed  when  their  use  will 
enhance  the  protection  of  national 
security  information  and/or  will  reduce 
the  costs  associated  with  its  protection. 
The  use  of  the  standard  forms 
prescribed  is  mandatory  for  agencies  of 
the  executive  branch  that  create  or 
handle  national  security  information.  As 
appropriate,  these  agencies  may 
mandate  the  use  of  these  forms  by  their 
contractors,  licensees,  or  grantees  who 
are  authorized  access  to  national 
security  information. 

(b)  Waivers.  Except  for  the  SF  312, 
“Classified  Information  Nondisclosure 
Agreement,”  and  the  SF  714,  “Financial 
Disclosure  Report,”  (which  are 
waiverable  by  the  Director  of  National 
Intelligence,  as  the  Security  Executive 
Agent,  under  E.0. 13467,  Reforming 
Processes  Related  to  Suitability  for 
Government  Employment,  Fitness  for 
Contractor  Employees,  and  Eligibility 
for  Access  to  Classified  National 


Security  Information)  only  the  Director 
of  ISOO  may  grant  a  waiver  from  the  use 
of  the  prescribed  standard  forms.  To 
apply  for  a  waiver,  an  agency  must 
submit  its  proposed  alternative  form  to 
the  Director  of  ISOO  along  with  its 
justification  for  use.  The  Director  of 
ISOO  will  review  the  request  and  notify 
the  agency  of  the  decision.  Waivers 
approved  prior  to  December  29,  2009, 
remain  in  effect  and  are  subject  to 
review. 

(c)  Availability.  Agencies  may  obtain 
topies  of  the  standard  forms  prescribed 
by  ordering  through  FEDSTRIP/ 
MILSTRIP  or  from  the  GSA  Consumer 
Global  Supply  Centers,  or  the  GSA 
Advantage  on-line  service.  Some  of 
these  standard  forms  can  be 
downloaded  from  the  GSA  Forms 
Library. 

(d)  Standard  Forms.  Standard  forms 
required  for  application  to  national 
security  information  are  as  follows. 

(1)  SF  311,  Agency  Security 
Classification  Management  Program 
Data:  The  SF  311  is  a  data  collection 
form  completed  by  only  those  executive 
branch  agencies  that  create  and/or 
handle  classified  national  security 
information.  The  form  is  a  record  of 
classification  management  data 
provided  by  the  agencies.  The  agencies 
submit  the  completed  forms  on  an 
annual  basis  to  ISOO,  no  later  than 
November  15  following  the  reporting 
period,  for  inclusion  in  a  report  to  the 
President. 

(2)  SF  312,  Classified  Information 
Nondisclosure  Agreement: 

(i)  The  SF  312  is  a  nondisclosure 
agreement  between  the  United  States 
and  an  employee  of  the  Federal 
Government  or  one  of  its  contractors, 
licensees,  or  grantees.  The  prior 
execution  of  this  form  by  an  individual 
is  necessary  before  the  United  States 
Government  may  grant  that  individual 
access  to  classified  information,  with 
the  exception  of  an  emergency  as 
defined  in  section  4.2(b)  of  the  Ordei:. 

(ii)  Electronic  signatures  on  SF-312s 
are  prohibited. 

(iii)  The  SF  312  is  the  current 
authorized  form;  if  an  employee 
originally  signed  the  now  outdated  SF 
189  or  SF  189-A,  or  a  form  under  an 
approved  waiver,  as  agreement  to 
nondisclosure,  the  forms  remain  valid. 
The  SF  189  and  SF  189-A  are  no  longer 
available  for  use  with  new  employees. 

(iv)  The  use  of  the  “Security 
Debriefing  Acknowledgement”  portion 
of  the  SF  312  is  optional  at  the 
discretion  of  the  implementing  agency. 
If  an  agency  chooses  not  to  record  its 
debriefing  by  signing/ dating  the 
debriefing  section  of  the  SF  312,  then 
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the  agency  sha'l  provide  an  alternative 
record. 

(v)  An  authorized  representative  of  a 
contractor,  licensee,  grantee,  or  other 
non-Government  organization,  acting  as 
a  designated  agent  of  the  United  States, 
may  witness  the  execution  of  the  SF  312 
by  another  non-Government  employee, 
and  may  accept  it  on  behalf  of  the 
United  States.  Also,  an  employee  of  a 
United  States  agency  may  witness  the 
execution  of  the  SF  312  by  an  employee, 
contractor,  licensee,  or  grantee  of 
another  United  States  agency,  provided 
that  an  authorized  United  States 
Government  official  or,  for  non- 
Govesnment  employees  only,  a 
designated  agent  of  the  United  States 
subsequently  accepts  by  signature  the 
SF  312  on  behalf  .of  the  United  States. 

(vi)  The  provisions  of  the  SF  312,  the 
SF  189,  and  the  SF  189-A  do  not 
supersede  the  provisions  of  5  U.S.C. 
2302,  which  pertain  to  the  protected 
disclosure  of  information  by 
Government  employees,  or  any  other 
laws  of  the  United  States. 

(vii)  Each  agency  must  retain  its 
executed  copies  of  the  SF  312,  SF  189, 
and  SF  189-A  in  file  systems  from 
which  an  agreement  can  be 
expeditiously  retrieved  in  the  event  that 
the  United  States  must  seek  its 
enforcement  or  a  subsequent  employer 
must  confirm  its  prior  execution.  The 
original,  or  a  legally  enforceable 
facsimile  that  is  retained  in  lieu  of  the 
original,  such  as  microfiche,  microfilm, 
computer  disk,  or  electronic  storage 
medium,  must  be  retained  for  50  years 
following  its  date  of  execution.  For 
agreements  executed  by  civilian 
employees  of  the  United  States 
Government,  an  agency  may  store  the 
executed  copy  of  the  SF  312  and  SF  189 
in  the  United  States  Office  of  Personnel 
Management’s  Official  Personnel  Folder 
as  a  long-term  (right  side)  document  tor 
that  employee.  An  agency  may  permit 
its  contractors,  licensees,  and  grantees 
to  retain  the  executed  agreements  of 
their  employees  during  the  time  of 
employment.  Upon  the  termination  of 
employment,  the  contractors,  Jicensee, 
or  grantee  shall  deliver  the  original  or 
legally  enforceable  facsimile  of  the 
executed  SF  312,  SF  189,  or  SF  189-A 
of  that  employee  to  the  Government 
agency  primarily  responsible  for  his  or 
her  classified  work.  A  contractor, 
licensee,  or  grantee  of  an  agency 
participating  in  the  National  Industrial 
Security  Program  shall  provide  the  copy 
or  legally  enforceable  facsinrile  of  the 
executed  SF  31^,  SF  189,  or  SF  189-A 
of  a  terminated  employee  to  their 
cognizant  security  office.  Each  agency 
shall  inform  JSOO  of  the  file  systems 


that  it  uses  to  store  these  agreements  for 
each  category  of  affected  individuals. 

(viii)  Only  the  Director  of  National 
Intelligence,  as  the  Security  Executive 
Agent,  may  grant  an  agency’s  request  for 
a  waivei  from  the  use  of  the  SF  312.  To 
apply  for  a  waiver,  an  agency  must 
submit  its  proposed  alternative 
nondisclosure  agreement  to  the  Director 
of  the  Special  Security  Genter  (SSG), 
Office  of  the  Director  of  National 
Intelligence,  along  with  a  justification 
for  its  pse.  The  Director,  SSG,  shall 
request  a  determination  about  the 
alternative  agreement’s  enforceability 
from  the  Department  of  Justice. 

(ix)  The  national  stock  number  for  the 
SF  312  is  7540-01-280-5499. 

(3)  SF  700,  Security  Container 
Information:  The  SF  700  provides  the 
names,  addresses,  and  telephone 
numbers  of  employees  who  are  to  be 
contacted  if  the  security  container  to 
which  the  form  pertains  is  found  open 
and  unattended.  The  form  also  includes 
the  means  to  maintain  a  current  record 
of  the  security  container’s  combination 
and  provides  the  envelope  to  be  used  to 
forward  this  information  to  the 
appropriate  agency  activity  or  official.  If 
an  agency  determines,  as  part  of  its  risk 
management  strategy,  that  a  security 
container  information  form  is  required, 
the  SF  700  shall  be  used.  Parts  2  and  2A 
of  each  completed  copy  of  SF  700  shall 
be  classified  at  the  highest  level  of 
classification  of  the  information 
authorized  for  storage  in  the  security 
container.  A  new  SF  700  must  be 
completed  each  time  the  combination  to 
the  security  container  is  changed.  The 
national  stock  number  for  the  SF  700  is 
7540-01-214-5372. 

(4)  SF  701,  Activity  Security  Checklist: 
The  SF  701  provides  a  systematic  means 
to  make  a  thorough  end-of-day  security" 
inspection  for  a  particular  work  area 
and  to  allow  for  employee 
accountability  in  the  event  that 
irregularities  are  discovered.  If  an 
agency  determines,  as  part  of  its  risk 
management  strategy,  that  an  activity 
security  checklist  is  required,  the  SF 
701  will  be  used.  Gompletion,  storage, 
and  disposition  of  SF  701  will  be  in 
accordance  with  each  agency’s  security 
regulations.  The  national  stock  number 
for  the  SF  701  is  7540-01-213-7899. 

(5)  SF  702,  Security  Container  Check 
Sheet:  The  SF  702  provides  a  record  of 
the  names  and  times  that  persons  have 
opened,  closed,  or  checked  a  particular 
container  that  holds  classified 
information.  If  an  agency  determines,  as 
part  of  its  risk  management  strategy,  that 
a  security  container  check  sheet  is 
required,  the  SF  702  will  be  used. 
Gompletion,  storage,  and  disposal  of  the 
SF  702  will  be  in  accordance  with  each 


agency’s  security  regulations.  The 
national  stock  number  of  the  SF  702  is 
7540-01-213-7900. 

(6)  SF  703,  TOP  SECRET  Cover  Sheet: 
The  SF'703  serves  as  a  shield  to  protect 
Top  Secret  classified  information  from 
inadvertent  disclosure  and  to  alert 
observers  that  Top  Secret  information  is 
attached  to  it.  If  an  agency  determines, 
as  part  of  its  risk  management  strategy, 
that  a  TOP  SECRET  cover  sheet  is 
required,  the  SF  703  will  be  used.  The 
SF  703  is  affixed  to  the  top  of  the  Top 
Secret  document  and  remains  attached 
until  the  document  is  downgraded, 
requiring  the  appropriate  classificatioq 
level  cover  sheet,  declassified,  or 
destroyed.  When  the  SF  703  has  been 
appropriately  removed,  it  may, 
depending  upon  its  condition,  be 
reused.  The  national  stock  number  of 
the  SF  703  is  7540-01-213-7901. 

(7)  SF  704,  SECRET  Cover  Sheet:  The 
SF  704  serves  as  a  shield  to  protect 
Secret  classified  information  from 
inadvertent  disclosure  and  to  alert 
observers  that  Secret  information  is 
attached  to  it.  If  an  agency  determines, 
as  part  of  its  risk  management  strategy, 
that  a  SECRET  cover  sheet  is  required, 
the  SF  704  will  be  used.  The  SF  704  is 
affixed  to  the  top  of  the  Secret 
document  and  remains  attached  until 
the  document  is  downgraded,  requiring 
the  appropriate  classification  level  cover 
sheet,  declassified,  or  destroyed.  When 
the  SF  704  has  been  appropriately 
removed,  it  may,  depending  upon  its 
condition,  be  reused.  The  national  stock 
number  of  the  SF  704  is  7540-01-213- 
7902. 

(8)  SF  705,  CONFIDENTIAL  Cover 
Sheet:  The  SF  705  serves  as  a  shield  to 
protect  Confidential  classified 
information  from  inadvertent  disclosure 
and  to  alert  observers  that  Confidential 
information  is  attached  to-it.  If  an 
agency  determines,  as  part  of  its  risk 
management  strategy,  that  a 
CONFIDENTIAL  cover  sheet  is  required, 
the  SF  705  will  be  used.  The  SF  705  is 
affixed  to  the  top  of  the  Confidential 
document  and  remains  attached  until 
the  document  is  destroyed.  When  the  SF 

705  has  been  appropriately  removed,  it 
may,  depending  upon  its  condition,  be 
reused.  The  national  stock  number  of 
the  SF  704  is  7540-01-213-7903. 

(9)  SF  706,  TOP  SECRET  Label:  The 
SF  706  is  used  to  identify  and  protect 
electronic  media  and  other  media  that 
contain  Top  Secret  information.  The  SF 

706  is  used  instead  of  the  SF  703  for 
media  other  than  documents.  If  an 
agency  determines,  as.  part  of  its  risk 
management  strategy,  that  a  TOP 
SECRET  label  is  required,  the  SF  706 
will  be  used.  The  SF  706  is  affixed  to 
the  medium  containing  Top  Secret 
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information  in  a  manner  that  would  not 
adversely  affect  operation  of  equipment 
in  which  the  medium  is  used.  Once  the 
label  has  been  applied,  it  cannot  be 
removed.  The  national  stock  number  of 
the  SF  706  is  7540-01-207-5536. 

(10)  SF  707,  SECRET  Label:  The  SF 
707  is  used  to  identify  and  protect  ; 
electronic  media  and  other  media  that  <. 
contain  Secret  information.  The  SF'707 
is  used  instead  of  the  SF  704  few?  media 
other  than  documents.  If  an  agency 
determines,  as  part  of  its  risk 
management  strategy,  that  a  SECRET 
label  is  required,  the  SF  707  will  be 
used.  The  SF  707  is  affixed  to  the 
medium  containing  Secret  information 
in  a  manner  that  would  not  adversely 
affect  operation  of  equipment  iri  which 
the  medium  is  used.  Once  the  label  has 
been  applied,  it  cannot  be  removed.  The 
national  stock  number  of  the  SF  707  is 
7540-01-207-5537. 

(11)  SF  708,  CONFIDENTIAL  Label: 
The  SF  708  is  used  to  identify  and 
protect  electronic  media  and  other 
media  that  contain  Confidential 
information.  The  SF  708  is  used  instead 
of  the  SF  705  for  media  other  than 
documents.  If  an  agency  determines,  as 
part  of  its  risk  management  strategy,  that 
a  CONFIDENTIAL  label  is  required,  the 
SF  708  will  be  used.  The  SF  708  is 
affixed  to  the  medium  containing 
Confidential  information  in  a  manner 
that  would  not  adversely  affect 
operation-  of  equipment  in  which  the 
medium  is  used.  Once  the  label  has 
been  applied,  it  cannot  be  removed.  The 
national  stock  number  of  the  SF  708  is 
7540-01-207-5538. 

(12)  SF  709,  CLASSIFIED  Label:  The 
SF  709  is  used  to  identify  and  protect 
electronic  media  and  other  media  that 
contain  classified  information  pending  a 
determination  by  the  classifier  of  the 
specific  classification  level  of  the 
information.  If  an  agency  determines,  as 
part  of  its  risk  management  strategy,  that 
a  CLASSIFIED  label  is  required,  the  SF 
709  will  be  used.  The  SF  709  is  affixed 
to  the  medium  containing  classified 
information  in  a  manner  that  would  not 
adversely  affect  operation  of  equipment 
in  which  the  medium  is  used.  Once  the 
label  has  been  applied,  it  cannot  be 
removed.  When  a  classifier  has  made  a 
determination  of  the  specific  level  of 
classification  of  the  information 
contained  on  the  medium,  either  the  SF 
706,  SF  707,  or  SF  708  shall  be  affixed 
on  top  of  the  SF  709  so  that  only  the  SF 
706,  SF  707,  or  SF  708  is  visible.  The 
national  stock  number  of  the  SF  709  is 
7540-01-207-5540. 

(13)  SF  710,  UNCLASSIFIED  Label:  In 
a  mixed  environment  in  which 
classified  and  unclassified  information 
are  being  processed  or  stored,  the  SF 


710  is  used  to  identify  electronic  media 
and  other  media  that  contain 
unclassified  information.  Its  function  is 
to  aid  in  distinguishing  among  those 
media  that  contain  either  classified  or 
unclassified  information  in  a  mixed 
environment.  If  an  agency  determines, 
as  part  of  its  risk  management  strategy, 
that  an  UNCLASSIFIED  label  is 
required,  the  SF  710  will  be  used.  The 
SF  710  is  affixed  to  the  medium 
containing  unclassified  information  in  a 
manner  that  would  not  adversely  affect 
operation  of  equipment  in  which  the 
medium  is  used.  Once  the  label  has 
been  applied,  it  cannot  be  removed. 
However,  the  label  is  small  enough  so 
that  it  can  be  wholly  covered  by  a  SF 
706,  SF  707,  SF'708,  or  SF  709  if  the 
medium  subsequently  contains 
classified  information.  The  national 
stock  number  of  the  SF  710  is  7540-01- 
207—5539. 

(14)  SF  731,  DATA  DESCRIPTOR 
Label:  The  SF  711  is  used  to  identify  ‘ 
additional  safeguarding  controls  that 
pertain  to  classified  information  that  is 
stored  or  contained  on  electronic  or 
other  media.  If  an  agency  determines,  as 
part  of  its  risk  management  strategy,  that 
a  DATA  DESCRIPTOR  label  is  required, 
the  SF  711  will  Be  used.  The  SF  711  is 
affixed  to  the  electronic  medium 
containing  classified  information  in  a 
manner  that  would  not  adversely  affect 
operation  of  equipment  in  whicb  the 
medium  is  used.  The  SF  711  is 
ordinarily  used  in  conjunction  with  the 
SF  706,  SF  707,  SF  708,  or  SF  709,  as 
appropriate.  Once  the  labe.1  has  been 
applied,  it  cannot  be  removed.  The  SF  • 
711  provides  spaces  for  information  that 
should  be  completed  as  required.  The 
national  stock  number  of  the  SF  711  is 
7540-01-207-5541. 

(15)  SF  714,  Financial  Disclosure 
Report:  When  required  hy  an  agency  . 
head  or  by  the  Director  of  National  , 
Intelligence,  as  the  Security  Executive 
Agent,  the  SF  714  contains  information 
that  is  used  to  make  personnel  security- 
determinations,  including  whether  to 
grant  a  security  clearance;  to  allow, 
access  to  classified  information, 
sensitive  areas,  and  equipment;  or  to 
permit  assignment  to  sensitive  national 
security  positions.  The  data  may  later  be 
used  as  a  part  of  a  review  process  to 
evaluate  continued  eligibility  for  access 
to  classified  information  or  as  evidence 
in  legal  proceedings.  The  SF  714  assists 
law  enforcement  agencies  in  obtaining 
pertinent  information  in  the  preliminary 
stages  of  potential  espionage  and 
counter  terrorism  cases. 

(16)  SF  715,  Government 
Declassification  Review  Tab:  The  SF  715 
is  used  to  record  the  status  of  classified 
national  security  information  reviewed 


for  declassification.  The  SF  715  shall  be 
used  in  all  situations  that  call  for  the 
.use  of  a  tab  as  part  of  the  processing  of 
records  determined  to  be  of  permanent 
historical  value.  The  national  stock 
number  for  the  SF  715  is  7540-01-537- 
4689. 

Subpart  I — Reporting  and  Definitions 

§  2001 .90  Agency  annual  reporting 
requirements. 

(a)  Delegations  of  original 
classification  authority.  Agencies  shall 
report  delegations  of  original 
classification  authority  to  ISOO 
annually  in  accordance  with  section 
1.3(c)  of  the  Order  and  §  2001.11(c). 

(b)  Statistical  reporting.  Each  agency 
that  creates  or  safeguards  classified 
information  shall  report  annually  to  the 
Director  of  ISOO  statistics  related  to  its 
security  classification  program.  The 
Director  will  instruct  agencies  what  data 
elements  are  required,  and  how  and 
when  they  are  to  be  reported. 

(c)  Accounting  for  costs. 

(1)  Information  on  the  costs  associated 
with  the  implementation  of  the  Order 
will  be  collected  from  the  agencies.  The 
agencies  will  provide  data  to  ISOO  on 
the  cost  estimates  for  classification- 
related  activities.  ISOO  will  report  these 
cost  estimates  annually  to  the  President. 
The  agency  senior  official  should  work 
closely  with  the  agency  comptroller  to 
ensure  that  the  best  estimates  are 
collected. 

(2)  The  Secretary  of  Defense,  acting  as 

the  executive  agent  for  the  National 
Industrial  Security  Program  under 
E.0.12829,  as  amended,  A^afjona/  < 

Industrial  Security  Program,  and 
consistent  with  agreements  entered  into 
under  sectiQn'202  of  E.O.  12989,  as 
amended,  will  collect  cost  estimates  for 
classificatiori-related  activities  of 
contractors,  licensees,  certificate  , 

holders,  and  grantees,  and  report  them 
to  ISOO  annually.  ISOO  will  report 
these  cost  estimates  annually  to  the 
President. 

(d)  Self-Inspections.  Agencies  shall 
report  annually  to  the  Director  of  ISOO 
as  required  by  section  5.4(d)(4)  of  the 
Order  and  outlined  in  §  2001.60(f). 

§  2001 .91  Other  agency  reporting 
requirements.' 

(a)  Information  declassified  without 
proper  authority.  Determinations  that 
classified  information  has  been 
declassified  without  proper  authority 
shall  be  promptly  reported  in  writing  to 
the  Director  of  ISOO  in  accordance  with 
§  2001.13(a). 

(b)  Reclassification  actions. 
Reclassification  of  information  that  has 
been  declassified  and  released  under  '  • 
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proper  authority  shall  be  reported 
promptly  to  the  National  Security 
Advisor  and  the  Director  of  ISOO  in 
accordance  with  section  1.7(c)(3)  of  the 
Order  and  §  2001.13(b). 

(c)  Fundamental  classification 
guidance  review.  The  initial 
fundamental  guidance  review  is  to  be 
completed  no  later  than  June  27,  2012. 
Agency  heads  shall  provide  a  detailed 
report  summarizing  the  results  of  each 
classification  guidance  review  to  ISOO 
and  release  an  unclassified  version  to 
the  public  in  accordance  with  section 
1.9  of  the  Order  and  §  2001.16(d). 

(d)  Violations  of  the  Order.  Agency 
heads  or  senior  agency  officials  shall 
notify  the  Director  of  ISOO  when  a 
violation  occurs  under  sections 
5.5(b)(1),  (2),  or  (3)  of  the  Order  and 
§  2001.48(d). 

§2001.92  Definitions. 

(a)  Accessioned  records  means 
records  of  permanent  historical  valu^  in 
the  legal  custody  of  NARA. 

(b)  Authorized  person  means  a  person 
who  has  a  favorable  determination  of 
eligibility  for  access  to  classified 
information,  has  signed  an  approved 
nondisclosure  agreement,  and  has  a' 
need-to-know. 

'  (c)  Classification  management  means 
the  life-cycle  management  of  classified 
national  security  information  from 
original  classification  to 
declassification. 

(d)  Cleared  commercial  carrier  means 
a  carrier  that  is  authorized  by  law, 
regulatory  body,  or  regulation,  to 
transport  Secret  and  Confidential 
material  and  has  been  granted  a  Secret 
facility  clearance  in  accordance  with  the 
National  Industrial  Security  Program. 

(e)  Control  means  the  authority  of  the 
agency  that  originates  information,  or  its 
successor  in  function,  to  regulate  access 
to  the  information. 

(f)  Employee  means  a  person,  other 
than  the  President  and  Vice  President, 
employed  by,  detailed  or  assigned  to,  an 
agency,  including  members  of  the 
Armed  Forces;  an  expert  or  consultant 
to  an  agency:  an  industrial  or 
commercial  contractor,  licensee, 
certificate  holder,  or  grantee  of  an 
agency,  including  all  subcontractors;  a 
personal  services  contractor;  or  any 
other  category  of  person  who  acts  for  or 
on  behalf  of  am  agency  as  determined  by 
the  appropriate  agency  head. 

(g)  Equity  refers  to  information: 

(1)  Originally  classified  by  or  under 
the  control  of  an  agency: 

(2)  In  the  possession  of  the  receiving 
agency  in  the  event  of  transfer  of 
function;  or 


(3)  In  the  possession  of  a  successor 
agency  for  an  agenqy  that  has  ceased  to 
exist. 

(h)  Exempted  means  nomenclature 
and  markings  indicating  information 
has  been  determined  to  fall  within  an 
enumerated  exemption  from  automatic 
declassification  under  the  Order. 

(i)  Facility  means  an  activity  of  an 
agency  authorized  by  appropriate 
authority  to  conduct  classified 
operations  or  to  perform  classified  work. 

(j)  Federal  record  includes  all  books, 

papers,  maps,  photographs,  machine- 
readable  materials,  or  other 
documentary  materials,  regardless  of 
physical  form  or  characteristics,  made 
or  received  by  an  agency  of  the  United 
States  Government  under  Federal  law  or 
in  connection  with  the  transaction  of 
public  business  and  preserved  or 
appropriate  for  preservation  by  that 
agency  or  its  legitimate  successor  as 
evidence  of  the  organization,  functions, 
policies,  decisions,  procedures, 
operations,  or  other  activities  of  the 
Government  or  because  of  the  « 

informational  value  of  data  in  them. 
Library  and  museum  material  made  or 
acquired  and  preserved  solely  for 
reference,  and  stocks  of  publications 
and  processed  documents  are  not 
included.  (44  U.S.C.  3301) 

(k)  Newly  discovered  records  means 
records  that  were  inadvertently  not 
reviewed  prior  to  the  effective  date  of 
automatic  declassification  because  the 
appropriate  agency  personnel  were 
unaware  of  their  existence. 

(l)  Open  storage  area  means  an  area 
constructed  in  accordance  with 

§  2001.53  of  this  part  and  authorized  by 
the  agency  head  for  open  storage  of 
classified  information. 

.  (m)  Original  classification  authority 
with  jurisdiction  over  the  information 
includes: 

(1)  The  official  who  authorized  the 
original  classification,  if  that  official  is 
still  serving  in  the  same  position; 

(2)  The  originator’s  current  successor 
in  function: 

(3)  A  supervisory  official  of  either;  or 

(4)  The  senior  agency  official  under 
the  Order. 

(n)  Permanent  records  means  any 
Federal  record  that  has  been  determined 
by  the  National  Archives  to  have 
sufficient  value  to  warrant  its 
preservation  in  the  National  Archives. 
Permanent  records  include  all  records 
accessioned  by  the  National  Archives 
into  the  National  Archives  and  later 
increments  of  the  same  records,  and 
those  for  which  the  disposition  is 
permanent  on  SF  115s,  Request  for 
Records  Disposition  Authority, 
approved  by  the  National  Archives  on 
or  after  May  14, 1973. 


(o)  Permanently  valuable  information 
or  permanent  historical  value  refers  to 
information  contained  in: 

(1)  Records  that  have  been 
accessioned  by  the  National  Archives; 

(2)  Records  that  have  been  scheduled 
as  permanent  under  a  records 
disposition  schedule  approved  by  the 
National  Archives;  and 

(3)  Presidential  historical  materials, 
presidential  records  or  donated 
historical  materials  located  in  the 
National  Archives,  a  presidential 
library,  or  any  other  approved 
repository. 

(p)  Presidential  papers,  historical 
materials,  and  records  means  the  papers 
or  records  of  the  former  Presidents 
under  the  legal  control  of  the  Archivist 
pursuant  to  sections  2111,  2111  note,  or 
2203  of  title  44,  U.S.C. 

(q)  Redaction  means  the  removal  of 
classified  information  from  copies  of  a 
document  such  that  recovery  of  the 
information  on  the  copy  is  not  possible 
using  any  reasonably  known  technique 
or  analysis. 

(r)  Risk  management  principles  means 
the  principles  applied  for  assessing 
threats  and  vulnerabilities  and 
implementing  security  countermeasures 
while  maximizing  the  sharing  of 
information  to  achieve  an  acceptable 
level  of  risk  at  an  acceptable  cost. 

(s)  Security-in-depth  means  a 
determination  by  the  agency  head  that 
a  facility’s  security  program  consists  of 
layered  and  complementary  security 
controls  sufficient  to  deter  and  detect 
unauthorized  entry  and  movement 
within  the  facility.  Examples  include, 
but  are  not  limited  to,  use  of  perimeter 
fences,  employee  and  visitor  access 
controls,  use  of  an  Intrusion  Detection 
System  (IDS),  random  guard  patrols 
throughout  the  facility  during 
nonworking  hours,  closed  circuit  video 
monitoring  or  other  safeguards  that 
mitigate  the  vulnerability  of  open 
storage  areas  without  alarms  and 
security  storage  cabinets  during 
nonworking  hours. 

(t)  Supplemental  controls  means 
prescribed  procedures  or  systems  that 
provide  security  control  measures 
designed  to  augment  the  physical 
protection  of  classified  information. 
Examples  of  supplemental  controls 
include  intrusion  detection  systems, 
periodic  inspections  of  security 
containers  or  areas,  and  security-in- . 
depth. 

fu)  Temporary  records  means  Federal 
records  approved  by  NARA  for  disposal, 
either  immediately  or  after  a  specified 
retention  period.  Also  called  disposable 
records. 

(v)  Transclassification  means 
information  that  has  been  removed  from 
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the  Restricted  Data  category  in  order  to 
carry  out  provisions  of  the  National 
Security  Act  of  1947,  as  amended,  and 
safeguarded  under  applicable  Executive 
orders  as  “National  Security 
Information.” 

(w)  Unscheduled  records  means 
Federal  records  whose  final  disposition 
has  not  been  approved  by  NARA.  All 
records  that  fall  under  a  NARA 


approved  records  control  schedule  are 
considered  to  be  scheduled  records. 

PART  2003— [REMOVED] 

■  2.  Under  the  authority  of  E.0. 12958, 
60  FR  19825,  3  CFR  Comp.,  p.  333  as 
amended  by  E.O.  13292,  68  FR  15315, 
March  28,  2003,  remove  and  reserve  32 
CFR  part  2003. 


Dated:  June  22,  2010. 

William  J.  Bosanko, 

Director,  Information  Security  Oversight 
Office. 

Approved:  June  22,  2010. 

David  S.  Ferriero, 

Archivist  of  the  United  States. 
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Title  3— 

The  President 


Presidential  Documents. 


Executive  Order  13545  of  June  22,  2010 

President’s  Council  on  Fitness,  Sports,  and  Nutrition 


By  the '  authority  vested  in  me  as  President  by  the  Constitution  and  the 
laws  of  the  United  States  of  America,  and  to  recognize  that  good  nutrition 
goes  hand  in  hand  with  fitness  and  sports  participation,  Executive  Order 
13265  of  June  6,  2002,  is  hereby  amended  as  follows: 

Section  1.  The  title  is  revised  to  read  as  follows:  “President’s  Council  on 
Fitness,  Sports,  and  Nutrition.” 

Sec.  2.  Sections  1  through  5  are  revised  to  read  as  follows: 

“Section  1.  Purpose.  The  Secretary  of  Health  and  Human  Services  (Secretary), 
•in  carrying  out  the  Secretary’s  responsibilities  for  public  health  and  human 
services,  shall  develop  and  coordinate  a  national  program  to  enhance  physical 
activity,  fitness,  sports  participation,  and  good  nutrition.  Through  this  pro¬ 
gram,  the  Secretary  shall,  in  consultation  with  the  Secretaries  of  Agriculture 
and  Education,  seek  to: 

(a)  expand  national  interest  in  and  awareness  of  the  benefits  of  regular 
physical  activity,  fitness,  sports  participation,  and  good  nutrition; 

(b)  stimulate  and  enhance  coordination  of  programs  within  and  among 
the  private  and  public  sectors  that  promote  physical  activity,  fitness,  sports 
participation,  and  good  nutrition; 

(c)  expand  availability  of  quality  information  and  guidance  regarding  phys¬ 
ical  activity,  fitness,  sports  participation,  and  good  nutrition;  and 

(d)  target  all  Americans,  with  particular  emphasis  on  children  and  adoles¬ 
cents,  as  well  as  populations  or  communities  in  which  specific  risks  or 
disparities  in  participation  in,  access  to,  or  knowledge  about  the  benefits 
of  physical  activity,  fitness,  spofts  participation,  and  good  nutrition  have 
been  identified. 

In  implementing  this  order,  the  Secretary  shall  be  guided  by  the  science- 
based  Federal  Dietary  Guidelines  for  Americans  and  the  Physical  Activity 
Guidelines  for  Americans.  Additionally,  the  Secretary  shall  undertake  nutri¬ 
tion-related  activities  under  this  order  in  coordination  with  the  Secretary 
of  Agriculture. 

Sec.  2.  The  President’s  Council  on  Fitness,  Sports,  and  Nutrition,  (a)  There 
is  hereby  established  the  President’s  Council  on  Fitness,  Sports,  and  Nutrition 
(Council). 

(b)  The  Council  shall  be  composed  of  up  to  25  members  appointed  by 
the  President.  Members  shall  serve  for  a  term  of  2  years,  shall  be  eligible 
for  reappointment,  and  may  continue  to  serve  after  the  expiration  of  their 
terms  until  the  appointment  of  a  successor.  The  President  may  designate 
one  or  more  members  as  Chair  or  Vice  Chair. 

Sec.  3.  Functions  of  the  Council,  (a)  The  Council  shall  advise  the  President, 
through  the  Secretary,  concerning  progress  made  in  carrying  out  th^  provi¬ 
sions  of  this  order  and  shall  recommend  to  the  President,  through  the 
Secretary,  actions  to  accelerate  progress. 

(b)  The  Council  shall  advise  the  Secretary  on  ways  to  promote  regular 
physical  activity,  fitness,  sports  participation,  and  good  nutrition.  Rec¬ 
ommendations  may  address,  but  are  not  necessarily  limited  to,  public  aware¬ 
ness  campaigns;  Federal,  State,  and  locad  physical  activity;  fitness,  sports 
participation,  and  nutrition  initiatives;  and  partnership  opportunities  between 
public-  and  private-sector  health-promotion  entities. 
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(c)  The  Council  shall  function  as  a  liaison  to  relevant  State,  local,  and 
private  entities  in  order  to  advise  the  Secretary  regarding  opportunities 

*  to  extend  and  improve  physical  activity,  fitness,  sports,  and  nutrition  pro¬ 
grams  and  services  af  the  local.  State,  and  national  levels. 

(d)  The  Council  shall  monitor  the  need  to  enhance  programs  and  edu¬ 
cational  and  promotional  materials  sponsored,  overseen,  or  disseminated 
by  the  Council,  and  shall  advise  the  Secretary  as  necessary  concerning 
such  need. 

In  performing  its  functions,  the  Council  shall  take  into  account  the  Federal 
Dietary  Guidelines  for  Americans  and  the  Physical  Activity  Guidelines  for 
Americans. 

Sec.  4.  Administration,  (a)  Each  executive  department  and  agency  shall, 
to  the  extent  permitted  by  law  and  subject  to  the  availability  of  funds, 
furnish  such  information  and  assistance  to  the  Secretary  and  the  Gouncil 
as  they  may  request. 

(b)  The  members  of  the  Gouncil  shall  serve  without  compensation  for 
their  work  on  the  Council.  Members  of  the  Council  may,  however,  receive 
travel  expenses,  including  per  diem  in  lieu  of  subsistence,  as  authorized 
by  law  for  persons  serving  intermittently  in  Government  service  (5  U.S.C. 
5701-5707). 

(c)  To  the  extent  permitted  by  law,  the  Secretary  shall  furnish  the  Council 
‘with  necessary  staff,  supplies,  facilities,  and  other  administrative  services. 
The  expenses  of  the  Council  shall  be  paid  from  funds  available  to  the 
Secretary. 

(d)  The  Secretary  shall  appoint  an  Executive  Director  of  the  Council  who 
shall  servm  as  a  liaison  to  the  Secretary  and  the  White  House  on  matters 
and  activities  pertaining  to  the  Council. 

(e)  The  Council,  with  the  approval  of  the  Secretary,  may  establish  sub¬ 
committees  as  appropriate  to  aid  in  its  work. 

(f)  The  seal  prescribed  by  Executive  Order  10830  of  July  24,  1959,  as 
amended,  shall  be  modified  to  reflect  the  name  of  the  Council  as  established 
by  this  order. 

Sec.  5.  General  Provisions,  (a)  Insofar  as  the  Federal  Advisory  Committee 
Act,  as  amended  (5  U.S.C.  App.)  (Act),  may  apply  to  the  administration 
of  any  portion  of  this  order,  any  functions  of  the  President  under  the 
Act,  except  that  of  reporting  to  the  Congress,  shall  be  performed  by  the 
Secretary  in  accordance  with  the  guidelines  and  procedures  issued  by  the 
Administrator  of  General  Services. 

(b)  The  Council  shall  terminate  2  years  from  the  date  of  this  order,  unless 
extended  by  the  President. 
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(c)  This  order  not  intended  to,  and  does  not,  create  any  right  or  benefit, 
substantive  or  procedural,  enforceable  at  law  or  in  equity  by  any  party 
against  the  United  States,  its  departments,  agencies,  or  entities,  its  officers, 
employees,  or  agents,  or  any  other  person.“ 


,  THE  WHITE  HOUSE, 
June  22,  2010. 
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The  text  of  laws  is  not 
published  in  the  Federal 


Register  but  may  be  ordered 
in  “slip  law”  (individual 
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U.S.  Government  Printing 
Office,  Washington,  DC  20402 
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available  on  the  lnterr>et  from 
GPO  Access  at  httpj/ 
www.gpoaccess.gov/ptaws/ 
index.html.  Some  laws  may 
not  yet  be  available. 

S.  3473/P.L.  111-191 

To  amend  the  Oil  Pollution 
Act  Of  1990  to  authorize 


advances  from  Oil  Spill 
Liability  Trust  Fund  for  the 
Deepwater  Horizon  oil  spill. 
(June  15,  2010;  124  Stat. 
1278) 

Last  List  )une  14,  2010 


Public  Laws  Electronic 
Notification  Service 
(PENS) 


PENS  is  a  free  electronic  mail 
notification  service  of  newly 
enacted,  public  laws.  To 
subscribe,  go  to  http:// 


listserv.gsa.gov/archives/ 

pubtaws-l.html 

Note:  This  service  is  strictly 
for  E-mail  notification  of  new 
laws.  The  text  of  laws  is  not 
available  through  this  service. 
PENS  cannot  respond  to 
specific  inquiries  sent  to  this 
address. 


Published  by  the  Office  of  the  Federal  Register. 
National  Archives  and  Records  Administration 


Mail  order  to: 

Superintendent  of  Documents 

P.O.  Box  371954,  Pittsburgh.  PA  15250-7954 

(RevOaiOT) 


Public  Papers 
of  the 
Presidents 
oftKi 

United  States 

William  J.  Clinton 


1997 

•  (Book  I) . $69.00 

(Book  II) . $78.00 

1998 

(Book  I) . $74.00 

(Book  II) . $75.00 

1999 

(Book  I) . $71.00 

(Book  II) . $75.00 

2000-2001 

(Book  I) . $68.50 

(Book  II) . $63.00 

(Book  III)  . $75.00 

George  W.  Bush 
2001 

(Book  I) . . . $70.00 

(Book  11) . $65.00 

2002 

(Book  I) . $72.00 

(Book  II) . $79.00 

2003 

(Book  I) . $66.00 

(Book  II) . $69.00 

2004 

(Book  I) . $80.00 


Public  Laws 


111th  Congress 


Parrphlet  prints  of  public  laws,  often  referred  to  as  slip  laws,  are  the  initial  publication  of  Federal 
laws  upon  enactment  and  are  printed  as  soon  as  possible  after  approval  by  the  President. 
Legislative  history  references  appear  on  each  law.  Subscription  service  includes  all  public  laws, 
issued  irregularly  upon  enactment,  for  the  1 1 1th  Congress. 

Individual  laws  also  may  be  purchased  from  the  Superintendent  of  Documents, 
US.  Government  Printing  Of  ice.  Prices  vary.  See  Reader  Aids  Section  of  the  Federal  Register 
for  announcements  of  newly  enacted  laws  or  access  the  online  database  at 
http://www.gpoaccess.gov/plaws/index.html 


Superintendent  of  Documents  Subscriptions  Order  Form 


Ordef  Processirfl  Code: 

*  5216 

□  YES  ,  enter  my  subscription(s)  as  follows: 


Charge  your  order. 

It’s  Easy! 

To  fax  your  orders  (202)  512-2250 
Phone  your  orders  (202)  512-1800 


subscriptions  to  PUBLIC  LAWS  for  the  1 1 1  ih  Congress  for  $307  per  subscription. 


Tlie  total  cost  of  iny  order  is  S _ Price  includes  regular  domestic  postage  and  handling  and  is  subject  to  change. 

International  customers  please  add  25%. 


Company  or  personal  name 


Additional  address/attention  line 


Street  address 


City,  Slate,  ZIP  code 


Dav  tunc  phone  including  area  code 


Purchase  order  number  (optional) 


(Please  type  or  print) 


YES  NO 
□  □ 


Please  Choose  Method  of  Payment: 


I _ I  Check  Payable  to  tlie  Superintendent  of  Documents 

n  GPO  Deposit  Account  I  1  I  I  I  I  I  1  -  Q 
dl  VISA  d  MasterCard  Account 


rrn  rr  i  it  i  mm 

n  ■[  1  i'  l  1 

1  1  1  1  1  (Credit  card  expiration  date) 

Thank  you  for 

your  order! 

Authorizing  signature 

209 

Mail  To:  Superintendent  of  Documents 


P.O.  Box  371954,  Pittsburgh,  PA  15250-7954 


.May  we  nuke  your  name'addrest  available  to  other  mailers? 


Now  Available  Online 

through 

GPO  Access 

A  Service  of  the  U.S.  Government  Printing  Office 

Federal  Register 

Updated  Daily  by  6  a.m.  ET 


Easy,  Convenient, 
FREE 

Free  public  connections  to  the  online 
Federal  Register  are  available  through  the 
GPO  Access  service. 

To  connect  over  the  World  Wide  Web, 
go  to  the  Superintendent  of 
Documents’  homepage  at 
http://www.gpoaccess.gov/nara 


For  further  information,  contact  the  GPO  Access  User  Support  Team; 


Voice:  (202)  512-1530  (7  a.m.  to  5  p.m.  Eastern  time). 

Fax:  (202)  512-1262  (24  hours  a  day,  7  days  a  week). 

Internet  E-Mail:  gpoaccess@gpo.gov 

(Re\'.  7/04) 


1 


Order  Now! 

The  United  States  Government  Manual 
2008/2009 

As  the  official  handbook  of  the  Federal  Government,  the 
Manual  is  the  best  source  of  inforroation  on  the  activities, 
functions,  organization,  and  princrpal  officials  of  the  agencies 
of  the  legislative,  judicial,  and  executive  branches.  It  also 
includes  information  on  quasi-official  agencies  and  inter¬ 
national  organizations  in  which  the  United  States  participates. 

Particularly  helpful  for  those  interested  in  where  to  go  and 
who  to  contact  about  a  subject  of  particular  concern  is  each 
agency’s  “Sources  of  Information”  section,  which  provides 
addresses  and  telephone  numbers  for  use  in  obtaining  specifics 
on  consumer  activities,  contracts  and  grants,  employment, 
publications  and  films,  and  many  other  areas  of  citizen 
interest.  The  Manual  also  includes  comprehensive  name  and 
agency/subject  indexes. 

Of  significant  historical  interest  is  Appendix  B,  which  lists 
the  agencies  and  functions  of  the  Federal  Government  abolish¬ 
ed,  transferred,  or  renamed  subsequent  to  March  4,  1933. 

The  Manual  is  published  by  the  Office  of  the  Federal 
Register,  National  Archives  and  Records  Administration. 


$29  per  copy 


Superintendent  of  Documents  Publications  Order  Form 


PUBU(>TO«  *  PEBOOCALS  *  aECTROMC  PnOOUCTS 


OnJer  Processing  Code 

*7917 

□  YES  ,  please  send  me 


Charge  your  order. 
It's  Easy! 


To  fax  your  orders  (202)  512-2250 
Phone  yinir  orders  (202)  512-1800 


copies  of  The  United  States  Government  Manual  2008/2009. 


S/N  069-000-00168-8  at  $29  ($40.60  foreign)  each. 

Total  cost  of  my  order  is  $ - Price  includes  regular  domestic  postage  and  handling  and  is  subject  to  change. 


Company  or  personal  name 

(Please  type  or  print) 

Additional  address/attention  line 

Street  address 


Please  Choose  Method  of  Payment: 

[m  Check  Payable  to  the  Superintendent  of  Documents 
ED  GPO  Deposit  Account  |  I  |  |  |  \  1  1  - !  | 
□  visa  □  MasterCard  Account 


City,  State,  ZIP  code 


Daytime  phone  including  area  code 


Purchase  order  number  (optional) 

May  we  make  your  name/address  available  to  other  mailers? 


YES  NO 


□  □ 


Thank  you  for 
(Credit  card  expiration  date)  order! 


Authorizing  signature  '  10/08 


Mail  To:  Superintendent  of  Documents 

P.O.  Box  371954,  Pittsburgh,  PA  15250-7954 


c 


Public  Papers 
of  the 
Presidents 
of  the 

United  States 

William  J.  Clinton 
1997 


(Book  I) . 

(Book  II) . 

. $69.00  . 

. $78.00 

1998 

(Book  I) . . 

(Book  II) . 

. $74.00 

. $75.00 

1999 

(Book  I)  . . .  r . 

(Book  II) . 

. $71.00 

. $75.00 

2000-2001 

(Book  1) . 

(Book  II) . 

(Book  III)  . 

_ _ $68.50 

. $63.00 

. $75.00 

George  W.  Bush 

2001 

(Book  I) . 

(Book  II) . 

. $70.00 

. $65.00 

2002 

(Book  I) . 

(Book  II) . 

. $72.00 

. $79.00 

2003 

(Book  I) . 

(Book  II) . 

. $66.00 

. $69.00 

2004 

(Book  I) . 

. $80.00 

Published  by  the  Office  of  the  Federal  Register, 

National  Archives  and  Records  Administration 

Mail  order  to: 

Superintendent  of  Documents 

P.O.  Box  371954,  Pittsburgh,  PA  15250-7954 

(Rev  0W07) 


Public  Laws 


111th  Congress  I 


Pamphlet  prints  of  public  laws,  often  referred  to  as  slip  laws,  are  the  initial  publication  of.  Federal 
laws  upon  enactment  and  are  printed  as  soon  as  possible  after  approval  by  the  Presiderit. 
Legislative  history  references  appear  on  each  law.  Subscription  service  includes  all  public  laws, 
issued  irregularly  upon  enactment,  for  the  1 1 1th  Congress.* 

Individual  laws  also  may  be  purchased  from  the  Superintendent  of  Documents, 
U  S.  Government  Printing  Office.  Prices  vary.  See  Reader  Aids  Section  of  the  Federal  Register 
for  announcements  of  newly  enacted  laws  or  access  the  online  database  at 
http://www.gpoaccess.gov/plaws/index.html 


Superintendent  of  Documents  Subscriptions  Order  Form 


Or<ter  Processing  Code 

*5216 

□  YES  ,  enter  my  subscription(s)  as  follows: 


Charge  your  order. 

‘  It’s  Easy! 

To  fax  your  orders  (202)  512-2250 
Phone  your  orders  (202)  512-1800 


subscriptions  to  PUBLIC  L.AWS  for  tlie  1 1 1  Ih  Congress  for  $307  per  subscription. 


Tlie  total  cost  of  iny  order  is  S _ Price  includes  regular  domestic  postage  and  handling  and  is  subject  to  change. 

International  customers  please  add  25%. 


Company  or  personal  name 


(Please  type  or  print ) 


Additional  address/attention  line 


Street  address 


City,  State,  ZIP  code 


Daytime  phone  including  area  code 


Purchase  order  number  (optional) 

YES  NO 

May  we  make  your  name'address  available  to  other  mailers?  |  |  |  | 


Please  Choose  Method  of  Pavment: 

□  Check  Payable  to  the  Superintendent  of  Documents 
I  I  GPO  Deposit' Account  1  1  |  |  |  |  |  ~1  -  Q 
EH  VISA  EH  MasterCard  Account 


Thank  you  for 
(Credit  card  expiration  dale)  your  order  ’ 


Authorizing  signature  2'09 

Mail  To;  Superintendent  of  Documents 

P.0,  Box  371954,  Pittsburgh,  PA  15250-7954 


CONNECTICUT  COLLEGE  LIBRARY 


3  1 839  00666  0025 


Printed  on  recycled  pape 


